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I ntroduction

What is JReview?
JReview is the web-enabled version of Integrated Review. It allows users
to view, create, print, and interact with their Integrated Review objects
locally on an Intranet or securely over the Internet. JReview can be run in
two different modes of operation (authoring and non-authoring) in
addition to two modes of communication (clear-text and SSL).
¢ Plaintext Non-authoring
¢ Plaintext Authoring
® SSL Non-authoring

® SSL Authoring

Authoring versus Non-Authoring

Non-authoring mode of JReview presents a run-time, read-only
environment for browsing and re-executing IReview objects. While the
objects will interact as they would in IReview or authoring JReview, the
user has no control over the specific object definitions. This mode is
preferable when either trying to restrict how the data can be reviewed
(e.g. using a library of validated objects) or when the end-user does not
need to know the intricacies of creating objects.

The authoring mode of JReview allows the creation of most kinds of
objects (reports, graphs, crosstabs, patient profiles, etc). Objects are
completely compatible across Integrated Clinical Systems” products.
which currently include Integrated Review (IReview), and JReview.

JReview authoring mode supports the creation of nonformatted reports,
cross tabs, shift tables, graphs, Patient SelectionCriteria, Workbook and
Graphical Patient Profiles. Advanced authoring areas were added in
version 9.0.3; such as Alerts, New Ranges, New Items, Pivot Panels,
Import SQL and Graphic Patient Profile Template authoring have been
added with version 9.0.3.
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JReview can run as a Java™ 2 applet or Java Webstart application

(requiring Sun Java 2 Plug-in version 1.4.2+) and execute under Microsoft

Internet Explorer, Mozilla Firefox and other browsers supporting the
Java Plug-in. Because of its platform-independent design, JReview also
runs under Apple Mac OS X and potentially Sun Solaris, and Linux. The
Sun Java Plug-in can be installed such that does not impact the default

browser JVM.

Object Type Support

Non-
Authoring

Authoring

Patient Profile Workbook

Formatted Patient Profile

Graphic Patient Profile

Detail Data Listing,

Summary Listing

Formatted Detail Data Listing

Formatted Summary Listing,

Patient Visit Data Report

Detail Data Graph

Summary Graph

Crosslab

Shift Table

s | | | | | | | | | | |

SAS Proc

Pasic

SAS Progam

e A B e B B A I e R e e el

X ASAS Program Management —
future release)

Alerts

X

MNew Range, New [tems, Pivot
Panels, Import SOL

o =

X

Dadhboard

X
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Key featuresin JReview
Intuitive to use; no programming knowledge required.

Direct and immediate access to data stored in existing clinical database
systems.

Patient Selection Criteria; select the project, studies, and data types, and
focus on data values, ranges, and populations by clicking on the
appropriate clinical trial data, operators, and values in the Patient
Selection Criteria window.

Multiple selections of data across different time periods.

Patient Listings, Panel Views of subject data, CRF images and Audit Trail
accessible from the Data Browser. Post notes on Patient data for private
use or to share and interact with colleagues, in the Notes Browser.

Detail and Summary reports, formatted reports, and Patient Visit Data
reports cross panels from the Report Browser.

Patient Profiles Browser; generate tabular profiles in spreadsheet and
formatted displays available for export to PDF, HTML or Excel
spreadsheets.

Create time oriented graphical displays (days on drug) with Graphic
Profiles with duration bars for AEs, Concomitant Meds, Dosage, etc.
Display line and trend plots for Labs and Vitals with normal range color
region high/low normal symbols. Generate PDFs directly.

CrossTab Browser of multi-dimensional clinical data analysis
capabilities to identify patients underlying patient counts within cells.
Specify ‘Percent Denominator’ for all patients or subset populations with
CrossTabs and Shift Tables.

Graph Browser provides line charts, scatter plots, bar charts, and
frequency distributions. Patient identification supported within graphs.

ALERTS Browser: sweeps data for the occurrence of specified event or if
specified criteria has been met.

Risk Assessment Analysis to evaluate the “distribution” of patients when
investigating different Adverse Events.

Patient Narratives Browser for Medical Writers to define narrative
templates, create narrative and track review process for edits.
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I nstalling the application

JReview Setup/Install

Refer to the JReview Application Server Installation and Administrator
Guide. This document assumes you are the end user and details how to
use the application functions.

The setup/install is best executed from Microsoft Internet Explorer
(although JReview™ runs equally well under Microsoft and Netscape
browsers). Internet Explorer affords better automation of the JRE install
through it’s ActiveX interface. You may use Internet Explorer to perform
the setup/install and subsequently use Netscape to execute JReview™ if
you wish.

The setup/install procedure must be performed on any PC or laptop
from which JReview™ execution is desired. This procedure may be
required once every 6 to 12 months for release updates. This procedure
can be invoked from your web server or from CD.

r Integrated Review™ and JReview® Architecture

SAS ShAlE:

|Beviewigerer
\ i )
1 Integrated
IReviey Sewer | Review
Process T |4 Socket (ore22300) R eview)
(BAS SGLC Sessinn
calls)
1]
I b Users PC. Internet Browser
Oratlp OC! calls izh Server softwars
Apache ok 1Torly JRsdsw,
11 e, T DRAMEw. oo mm SESSiUn
Clinical DB )52“‘ & kTR

éﬁﬁ\{ﬂﬁ&?{_
Application

Integrated Review Saner

Diatabase Senver

ldachine

| windows web
UnixtHP.IBIW.Suny ar
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When you are ready to conduct JReview client access tests we
recommend progressing from simple access testing to more complex
production environment testing. Detailed steps are provided in the
JReview Application Server Installation and Administrator Guide for
Trouble Shooting Client Access. There are three phases to these tests:

1. Invoking the JAS as an application on your Web Server desktop and
testing JReview client access directly on the Web Server.

2. Invoking the JAS as an application on your Web Server desktop and
testing JReview client access from a desktop representative of your
JReview user’s environment.

3. Optional installation of the JAS as a Windows Service on your Web
Server and testing JReview client access from a desktop representative
of your JReview user’s environment.

Contact your IT support personnel or server administrator for assistance
with problems accessing the JReview application.

Any other logon/JReview start-up options (e.g. autologon, single-
signon) may be provided and are custom to the JReview customer’s web
portal and the responsibility of the JReview customer to document since
they create the portal.

Therefore, the JReview users have 4 possible links and at most TWO at
their installation; Auth & non-Auth Plaintext links (aka clear-text) OR
Auth & non-Auth SSL links. Most likely, JReview users will only see
ONE link depending on whether their JReview admin allows them
Authoring or non-Authoring mode.

« [fthis is your first time running JReview, please click HERE.
« Ortry our Troubleshooting page!

Which version of JReview would you like to run?:

Plamtest NMon-authonng

Plaintext Authoning
2oL Mon-authonng

sel Authoring
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Note: SSL JReview users only have the “Secure [Review Access over the
Internet (1st time Java(tm) Plug-In download from the ICS’s site)” link on their
JReview Splash pages as the link they use to start [Review.

If you need assistance with the JReview Installation, click on the
Troubleshooting page. Choose defaults or options specified by your PC
administrator. (The install process requires 25M free on the C: drive, but
results in use of 5 - 7M.)

4. On some machines, a reboot is required after the Java Plug-In install. If
that is the case, after reboot, reload the JReview™ Web page and
press the same JReview™ Setup/Install link again. Once the plug-in
install is complete, the process will continue with the install of the
JReview™ support JAR. The screen will briefly show:

5. Verify that Integrated Clinical Systems, Inc. is the distributor, then
choose “Grant Always” to allow JReview™ to install it’s components.

Eg,%.lava Plug-in Securnty Warning

i

Doyou want to install and run signed applet distributed by
“Integrated Clinical Systems, Inc."

Publisher authenticity verified by “Thawte Consulting cc™

Caution: "Integrated Clinical Systems, Inc.” asserts that this content is
safe. You should only installAdew this content If you trust
"Integrated Clinical Systems, Inc.” to make that assertion.

Grant this session H Demny H Grant always H More Info

If you are installing from your web site, the following dialog box opens.
Answer “Yes”.

A similar confirmation will occur for installs from CD. The system will
check to ensure that the support JAR is indeed necessary

3 Perform JReview Setup Query Message

{\?r) JReview Onetime Client PC Setup Will reguire successful JReview Logoh. Proceed?
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A JARs program runs a signing certificate to prompt the user with a
dialog asking to accept the signing certificate.

Warning - Security

The application's digital signature has been verified. Do .ﬁ_,
you want to run the application? Jﬁéﬂ
Name: Loading JReview 9.2..,

Publisher: Integrated Clinical Syskems Inc,

From: htkp:ffdemo. integrateddinical.com

Always trusk conkent From this publisher

Run ] [ Cancel

Mare Information..,

e The digital signature has been walidated by a trusted source,

If you are installing from your web site, you will need to successfully
login through the JReview Server LOGON window. Enter information
provided by your administrator and press “OK”.

Ed JReview Server LOGON

Database UserlD: Authoring Mode

= ' JReview =%

Database Password: Save Password @

|¢tt¢t |
Database Server: Version 9.2.6-1033 DEVEL/TEST
558L/Plaintext/HITE/HITES mode

il

|icoraval1:oc45val i | A

Copyright (c) 1%54-2013
SAS Server: Integrated Clinicel Systems, Inc.
lichpsas v [ ok ][ Eat |
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If you are installing from a CD, a JReview™ Setup Progress Bar will
appear. Successful execution of the JReview install applet will display

showing the progress of the JReview™ Support JAR install. DO NOT
interrupt the progress.

6. Execute the JReview applet through your Website JReview page. All
subsequent access can be through that link.

x

@ JReview Setup Process

Support JAR JREVSupp jar install (1 of 10506 k of 1930 k dowwnlozded...

IRRRRRENEEEN
Cancel |

If you entered incorrect information, or if the JReview™ Server Process is
not running or is inaccessible, an error message may display. If such
errors occur, see “Trouble Shooting” section and contact your system
administrator for assistance.

ﬁ Message E3

@ Could not open socket (IPaddrStr, Port):127.0.001, 22300 JESenvetr!

When the JReview™ setup/install process is complete and successful,
the following dialog box will appear. Follow the instructions and exit all
of your internet browser sessions. You are now ready to run JReview™
from your link on your web site as directed by your administrator.

warning. x|

& A new version of JReview Support JARs has been installed.
It is necessary ko EXIT ALL Internet Browser windows, restart the browser & point ko this page.
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Sarting the application

Logging on
Go to your JReview Web site’s home page. The login dialog can vary
between sites based on the installion. The following is being shown as a
typical installation.

1. Select your JReview link (SSL for normal Internet use, Clear-text for
LAN/in-office use). Authoring versions are available if you have
permission to create and save objects in JReview™.

Which version of JReview would you like to run?:

Flaintest Mon-authonng

Plaintext Authoning
el Mon-authoring

S5L Authering

2. Enter your web server logon information.

Connect to vwoww. jreview.com

Fl

WAL JEesiew com

User name: | | » |

Password: | |

[CJremember my password

[ Ok l [ Cancel
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3. If your web server is protected, enter your web server logon

information.

Password Needed - Networking

Firewall:

Realm:
Scheme:

ey jrevieny comii192 168.45.33
AR FENT B COIT
hasic

X]

Lzer name: |

Passwird: |

Yes Mo

4. Click Yes to the Security Warning.

Inc."?

Fublisher authenticity ve

make that assertion.

Do you want to trust the signed applet distributed by "Integrated Clinical Systems

rified ty: "Thawte Consulting oo

The security cedificate was issued by a caompany that is trusted.

- The security cerificate has not expired and is still valid.

Caution: "Integrated Clinical Systems Inc" asserts that this content is safe. You
should anly accept this content if yau trust "Integrated Clinical Systems Inc " to

More Details

| fes H Mo H Always |

Starting the application
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5. Enter your Database UserlID, password and server names (and
instance ID where applicable), to connect to the appropriate Database
and SAS servers, using the tab key to move from field to field.

The Authoring Mode checkbox overrides any link request. There is a
checkbox to Save Password.

The Database UserID and Password are the same as your IReview
entries.

JReview Server LOGON

Database UserlD: Authoring Mode

P m—— "
|o|:ls$guest?1 | JReV] ew [ ‘ﬂ

"

Database Password: Save Password

|¢$¢¢¢ |

Database Server: Version 9.2.6-1033 DEVEL/TEST
55L/Plaintext/HITE/HITES mod

|imraval1:m:45val v| / _Eln ext/ 4 mode
Copyright (c) 1594-20132

SAS Server: Integrated Clinicel Systems, Inc.

lichpsas v [ ok ][ Exit ]

6. Click OK.

Database and SAS server

The Database and SAS server hostnames or IP addresses in the JReview
LOGON screen default to ‘localhost’. Using localhost in these two fields
tells the JRserver the clinical database is running on the Web server (an
unlikely setup). Your administrator should provide the Database and
SAS IP addresses or hostnames for access to your clinical data. They will
be the same addresses used in the IReview LOGON screen.

The Database and SAS server entries have the hostname or IP address of
the machine(s) running the Oracle instance for your clinical data project
(Oracle Server IP) and the IP address of the machine to run SAS jobs (SAS
Server IP) if applicable. Therefore, they are the same as the IReview
LOGON settings.
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Choosing an ORACLE database

By default, JReview™ connects to a default ORACLE instance on the
specified server. You can specify the instance ID of another ORACLE
instance from the client application.

If you want to access an ORACLE database other than the default
database that you normally connect to, add the specified database
identifier (ORACLE SID) to the end of the ORACLE Server name
separated by a colon (:) in the text entry box within the opening Logon
dialog box. If the Oracle instance is not the default instance, specify the
instance with a colon prefix: 172.16.0.172:oracle8

JReview Server

The JReview server is the IP address or Domain name of the machine
running the JRService process. A default of blank indicates that the Web
server is running the JRService/JRServer process. If JRService/JRServer
is NOT running on the Web server where you loaded JReview, enter the
IP address or Domain name of the machine running the JRService
process as the IP address. Most installs require the JReview Server to be
blank.
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NODE UserID

When you log into Review, you will need your UserID and Password, as
well as the server name and database instance. However it is necessary
the each JReview client has a unique NODE UserID. Select the Advance

button to designate a unique NODE UserID.

JReview Server LOGON

Database UserlD: Authoring Mode

|o|:ls$guest?

Database Password: Save Password

|ttttt

Datzbase Server:  Port: |

|icorava|1:nc45val

SAS Server: Port: |

|ich|:|sas

JReview Server:

|www3.jreview.mm

JReview Port Mumber:

22301

NODE UserID:

|o|:|s_r:|uest?

El

@

Version 9.2.&-1033 DEVEL/TEST
S8L/Plaintext/HITE/HTTPS mode
Copyright (o) 15%4-2013

Integrated Clinical Systems, Inc.

[] s5L Socket Mode [ ] ICSProxy mode

JReview

Proxy IF/Mame:

Proxy Port:

[]use Proxy [] Detect Proxy
] Debug [Bundle server fdient Iogs]

Wrong password?

If you have entered an incorrect or invalid Database user ID or Database

password, the application notifies you after you click OK. Review
requests that you enter a valid user ID and password.

You are allotted three incorrect entries before the application denies

access.

* We recommend that you dedicate an internet browser session to
JReview. Open up another session if you want to browse other web

pages. Moving to and from the JReview web page will cause JReview

to logout and present the logon screen.

* We suggest that you use JReview’s File -> Exit to leave JReview

(although exiting the browser or leaving the JReview web page should
achieve the same result). After exiting JReview, the browser will show

a blank screen and is ready for the other web browsing.
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* If you wish to logout and login again to JReview, use JReview’s File ->
Exit. After pressing “OK” to shut down JReview, press your browser
“Refresh” or “Reload” key. This should redisplay JReview’s logon
screen without exiting the browser.

Change password

If a user changes their password in the CDMS and they have scheduled
jobs in JReview, and they do NOT login to JReview to force the password
change through to the jobschedule table; then the reporting server
process continually tries to run that job and login with the incorrect
password. Eventually this could lock out the user from the database due
to too many failed login attempts.

The user needs to login to JReview after changing their password to have
the password change propegated through to the scheduleing table.
However, this current behavior could be changed in the future to
eliminate the need to do that or at least not have this process try so many
times that the user/password gets locked.

Trouble shooting

This section describes potential difficulties you may initially encounter
attempting to use JReview. Please review these suggestions and if
problems persist, contact Integrated Clinical Systems Technical Support.

Problem: 1 pressed the JReview Setup/Install link and I get "Your browser
understands the tag but isn't running the applet, for some reason (Java
Plug-In 1.4.2 not available?)."

Remedy: The Sun Java 2 Plug-in Version 1.4.2 did not install properly. For
LAN/Fast connections choose the link "Press for JReview Setup/Install
with Java(tm) Plug-In download from your Web site", for Modem/Slow
connections choose the "Press for JReview Setup/Install with Java(tm)
Plug-In download from Sun's site", and assure the plugin installs
correctly. Reboot if asked to do so.

Problem: 1 installed the Sun Java 2 Plug-in, rebooted and pressed the
"Press here to access JReview" link. I get "Loading Java AppletO" then a
gray screen and the message "Start: Applet not inited" in the browser
status bar.

Remedy: You have not successfully downloaded /installed the JReview
Support JAR. JReview client setup is a 2-step process; 1) Java 2 Plug-in
install, 2) JReview Support JAR install. Choose the "JReview
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Setup/Install link" you chose previously and allow JReview to download
and install the Support JAR. Assure that you close all browsers after the
support JAR download prior to accessing JReview.

Problem: I cannot successfully logon to JReview, I get "Openning
SocketO", a delay, then a communications warning box. The JReview
Logon screen is re-presented.

Remedy: Several conditions can be the cause:
1)The JReview Server process is not running on the web server.

2) You are trying to connect through a proxy server or firewall that
prevents the socket connection. JReview installations without the
Security Module/SSL and proper proxy server/firewall configuration
will prevent JReview communications.

3) An Integrated Review Server process is not running on the host/ip
you have entered in the Oracle Server field of the JReview Logon screen.

In all the above cases, contact your Web/JReview administrator. If
he/she has difficulty correcting the problem, he/she can contact
Integrated Clinical Systems Technical Support.

Problem: I've logged on to JReview and used it for a while when it seemed
to freeze and presented a communications warning box.

Remedy: A communications or logic error has caused JReview/JRServer
to suspend or abort the JReview client session. Close your browser and
restart JReview. If the problem is reproducible, please record the steps to
reproduce the problem and contact your Web/JReview administrator
On-line Help and Integrated Clinical Systems Technical Support.
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Quick tour

On-line Help

Our system of On-line Help can be accessed by clicking Help from the
Menu Bar and select Index.

File Edit View Format Browse Window Advanced m

jggg:ﬁ:g?ﬂ@@[mdex

Graph & other keys

; 4
Studies Y Unavailable Features
(i) Study Sets DoMf Special Features
] DEMOPRO)
Sy KAz01 WER Sroupe
=10 201§ CLRR.ENT AER  Copyright

AE About

[ 15A5KA

e E e B index B Seanch

[ x
VWelcome Welcome
@ Getting Started
2 Patient Selection Getting Started
@2 Reviewing Patient Data Selecting Patients
@ Patient Profiles Specify Patient Selection Criteria

@ Report Browser

Review Patient Data - Data Browser
@ Graph Browser

@ SAS Proc Browserv.9.1.3 HNotes Browser

@ STAT Browser Patient Profiles - Types of Patient Profiles
@ Risk Assessment Patient Profile Review Tracking Tool

@ Advanced Functions and Features

Report Browser
Graph Browser
CrossTab Browser

@ Dashboard Viewsets

Generating Statistics

STAT Program Registration Browser

Saving Objects. Scheduling plus Alerts Browser
Advanced functions

Dashboard Views

Risk Assessment Browser
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General instructions

You can view information about application version, groups, products
features and user tips by clicking on Help in the menu bar. Select choices
from the drop down menu.

* Select to view information for Graph & other keys.

Message ﬁl

Graph Manipulation Keys:
2D & 3D Scatter specific:
Left-mouse; Single point seleck
widrag: Draw point select Bounding Rectangle
wicntl: Mulkipaint | multirectange point select
Bar, Pareto, Pie specific:
Left-mouse: Single point select
2D Scatter, Bar, Pareto, Line, Mean and Standard Deviation specific;
Left-mouse drag wshift; Zoom
Right-mouse; Popup menu with zoorm options
Left-mouse drag wialt: Pan
MulkiLine specific:
Left-mouse drag wishift: Zoom
Right-mouse: Chart Customizer
alt-r: Reset Zoom
3D Scatter specific:
alt-r: Reset Zoom
Right-mouse: & {left/right) [ % {up/down) rokation
Right-mouse w/shift: Z (leftfright) /¥ {upfdown) rokation
Window Mavigation kKeys:
ezt Window: Crtrl-Fé
Pres \Windows: Cnkrl-Shift-Fe

* Select to view information about Special Features.

Message E|

Features unique ko JReview:

Internet Browser independence (Java Plug-in uses ActiveX intetface for IE, Plugin for FF)
S5L secure communications is available (security module)

Dynamic screen size in IE (try Wiew-Fullscreen),

Edit-Review Settings Menu-Show Selection Text for Text selection criteria displays
Wienw-Left pane as-Data Bronwser replaces the Ohject OhjectExplorer with Data Browser
Wienw-Dashboard Mode for Dashboard view [ interface.

Fireneall\Proxy negotiation (requires SSL version, possible Firesweall/Prozxy configuration).
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* Select Groups to view information for UserGroup usage.

Current Groups &|

JReview e

GROUPS for user {OPS$GLUESTS)
Guesk

* Select About for JReview’s client version information to help
understand the environment for Customer Support Tickets.

About JReview 3

' .
JReview e

(<) Copyright 1994-2013 Integrated Clinical Systems, Inc,

User [ NodelD:ops$guestT [ ops_guest?

Host f IPrwww3.jreview.com [ 192, 168. 45,35 port: 22301
Application Mode [Autharing]

JRE:1.7.0_17 [760M]

Mo S5L Proxy

Mo ICSProxy

JReview Server
Version:9,2.6-1012 [PRV]

Build Date:11/27(2012 2:18:32 PM
Started:Mon Apr 01 16:35:44 2013

IReview Server
Version: 3, 24-1003:NT
Host:icoraval 1

IReview Server(SAS)
Host:ichpsas

Reporting Server(s)
oc45val 9.24-1002:NT

Config

Version:3,2.5

DB Mame:oc45val

DB Type:Orade

Study Type:Orade Clinical
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Main window

After you successfully log into the ORACLE database (on the computer
storing your clinical data), the main window of JReview opens.

The Object Explorer Window is docked at the left side. The main split
pane divider between the Explorer pane and desktop pane now can be
re-sized with one touch expandable arrows. This allows you to quickly
pan the divider left and right to decrease or increase the window area as

needed.

In the Object Explorer Window select a project, for example ‘Drug KA’
and protocol ‘KA201’". JReview retrieves all previously stored Output

Specification objects created and organized in folders.

File Edit Wiew Format

Browse Window Help

w HS b e Ry

E B 3 E b

Studies:
Cacr
CiKa,
Patient Subsets:
AII

| Genersl
1 IReview & al

E Irvestigatar

1 JReviewy walidation
1 JReview

/
?

£ Patient Selection Criteria

Panel

Randomization ﬂ
Medical History

Prewvious Medication
Concomitant Medication
Dozage

Demography

Firal

| ﬁ] "hermistra _I_I

Update Browsers |

Andior Select

Output Specifications:
Al i

"] ACR Test -
"] AUTHOR

E Acceptance Testing

| Demo

; Cemographic Group

[ Exclude patients meeting crite
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Note: SSL JReview has a little yellow lock in the JReview menu bar which isn’t
displayed in clear text [Review.

JReview Setup/Install [ICS site JPI] - Microzoft Internet Explorer

J File Edit ‘Wiew Favortes Tool: Help
|| Links
Jf-‘«ddress IE hittps: Ao jreview, comdreviewssl AR eviewBOOTURL_ICS . html
J < Back - = - () i | iQh Gearch (3] Favorites £ % History | By S -
File Edit “iew Format Browse Window Help é
L ) _ . A g .
e dH S ft R Y 2 ER 2R E W
- Studies: kA patient Selection Criteria
)T ~Panels———— | rltems
—‘l KA Randomization -
@ ka2l Medical History
- KAZ0Z Previous Medication
Concomitant Medicatiar
Bt . Dosage
: Patient Subzets; Demography :
" " UserGroup & Public Final - "
1 1[5 an patients I | _>|_I
1 1] General :
1 IReview B val Lpdate Elrcuwsersl Add expression to criteria [
__| JReview validation :
] Migrate — —
=] Safety = Andior | Select Criteria (Texd)
~Output Specifications:
" UserGroup © Public ]
| Demagraphic Group - [ Append incoming Patient Subset to current crif
] Efficacy 1
] General
] JReview MewSraph
_4 JReview Validation
F-_ ] Cross Tab
] Data Browser
-] Detail Graph b
4| | r
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To assist you, a colored prefix may be displayed in front of a panel or file
name to identify the data source as SAS, SQL or FOR (Foreign).

Parels:

S0L Jrmport SGL Yitals Bloo #
SRS L AE_CHEM (SAS)

Lak Chemistry

Lak Hematology

Lak Urinalysis

FOR. Labs

Medical Histary v
< >

The following chapters discuss the individual browsers used for
building, modifying and saving Output Specification objects into folders
viewed through JReview. Once the objects are saved, they can be quickly
located and launched from within these folders in JReview. The results
are displayed in the Output Specifications window and Patient Subsets
window.

Note: The individual who creates and saves an object definition has sole
security to delete or modify it. SuperUsers have extended privileges.

In addition, a browser icon displays along side the object description to
quickly identify the various output results, such as Reports, Graphs,
CrossTabs, Registered SAS Programs, etc. A filter icon lets you know that
a patient selection criteria was saved with the output specification object.
A red colored filter icon saved with the output specification object means
the patient selection criteria is required for the output object. Patient
selection criteria may also be saved as separate objects in the Patient
Subsets window.

In JReview, the saved objects in UserGroup and Public levels are
displayed from IReview. The stored Private level objects in IReview are
not displayed in JReview.
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Order Output

Once you selected a study(s) any saved objects are displayed in their
designated folders under the Patient Subsets and Output Specifications
windows. You can change sort for the Order Output Specifications to
display by the icon type or object descriptions. Simply click on your
preference to change the order display.

Studies 4

] Study Sets
;| DEMOPRO]
“q KAZDL
[l A201$CURRENT
] SASKA

Patient subsets
-

Acceptance Testing
Demanstration

Eric —
EricS
General

ET = Lol o

Cukput Specifications

&l -

|| Demaonstration ~
|| Efficacy

|| Eric

|| Erics

|| Frank

| ] meneral
] IR 900 SAS Program Validation

] IR 9_0Pretest
1R Acceptance Testing 911
| ] Review vYalidation w
Order output specifications by: f
() Type () Description

Execute object:
Rewview Oukput Scheduled Jobs
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Launch a saved object

Once the application has started, you select your patient population.
You can double click on a saved object in the Patient Subsets window or
build your own Patient Selection Criteria. This topic is covered in detail
in the next chapter.

When you initally open JReview or double click on a saved object to
generate and display the results output window, a Communication’s
Progress window will briefly display. This feature is similar to the hour
glass symbol typically seen when an application is in processing mode.
The process bar is located in the far right corner of the tool bar. Use the
“X”icon to cancel a process. Click Restablish if the connection is dropped.

JReview: ﬁl Reestablizsh ”

Not all communication requests are processed in a separate thread. This
means that JReview may appear to freeze momentarily upon certain
requests. The progress bar will appear for all delayed requests.
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Preferences

JReview Preference options are available from the Edit Menu under
Preferences. When you change a preference, the change is reflected for

the duration of the session from that point forward.

Preferences

Use OUTER JOIMS in Resulks

[Juse FULL J0IM in Select Criteria

[] pisplay Panel Mames

Display Item Mames

Sork Panels Alphabetically

Sort Trems Alphabetically

[ Patient subset Foater as text

[] 5uppress Panel Item Mot Found \Warrin. ..

[ 1nclude all tems

[Juse Grayscale in Graphs

Email address For alerts

flong@i-review, com

If enabled, a patient's data will be included in a
Browsers results even if some panels of data
are missing For that patient,

If enabled, Full automatic joins, including
patient, visit and observation joins are used in
selection criteria, IF disabled, only patient

If enabled, Panel Lists will display the
Paneltame rather than the Panel Description.

If enabled, Item Lists will display the
IterMame rather than the Item Description,

If enabled, Panel Lists will be sorted
alphabetically, otherwise in order created.

If enabled, Ttem Lisks wil be sorted
alphabetically, otherwise they're in order
created,

If enabled, patient selection criteria displayed
in prink Fookers will be text, okherwise ik will be
S0L

If enabled, PaneliTtem not Found dialog will be
suppressed when saved Report Qukput
Specifications can be used.

If enabled, graphs are drawn in grayscale
instead of in color, This option is inkended For
users with a color vision deficiency,
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ToolBar and Browser Menu Bar

You can access some functions through the Browser Menu Bar. Icons
which cannot be accessed in JReview are disabled in the toolbar. For
example, select Print for printing results output display. (See individual
chapters for printing instructions of output display.

wdSG r=2e Y FEZESIBDHED @ !

Caution: Do not use the web menu bar to print. This will generate
a system error.

The individual browser toolbar buttons are for creating and saving object
specifications. These are the same browser icons displayed along side the
stored object descriptions to identify the object type. The ToolBar buttons
are as follows:

D New: Clears the current specifications in the active area.

% Print: Prints the specifications, spreadsheet, report or graph,
— . .
or whatever is active.

T" Selection Criteria: Makes the Selection Criteria Window
active. Returns to Main Menu in Review.

Data Browser: Starts the Data Browser.

Patient Profile Browser: Starts the Patient Profile Browser.

F{_.;;il Patient Narratives: allows medical writers to access created
patient narrative templates to enter and check out.
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Report Browser: Starts the Report Browser.

Graph Browser: Starts the Graph Browser.

CrossTabs Browser: Starts the CrossTabs Browser.

Risk Assessment Browser: produces a risk difference or risk
ratio output typically used to analyze adverse event data.

SAS Proc Browser: Starts the Statistics Browser in IReview
only.

STAT Program Browser: Registered SAS Programs Library
for immediate execution against selected patient popula-
tions in IReview only.

Notes Browser: Opens the Notes Browser.

Alerts Browser: Starts the Alerts Browser.
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Printing and Exporting

To select an object to print, you must select its frame (make the titlebar
blue). See the following suggestions and limitations.

Caution: Do not use the Internet Browser’s Print button to print, use
JReview’s Print button or from the File menu, select Print.

i Grid Print/PrintPreview

[~ Make black & white compatible?

Prirt Al

i| Previous | Mext | Last | Page Setup | PrintPane Close

1. Since landscaping printing can present problems, we recommend
that you do not change printer orientation settings prior to printing
(use the defaults).

—Paper
Size: Letter -
Source: I.-’-'«utumatic:ally Select j
— Qrientation M arging [inchez)

= Partrait Left: |D.?‘92 Riight; ID.?92
¥ Landscape Top: ID.EEEI B ottom: ID.EEE

0K I Cancel | Frinter... |

2. If your printer supports reducing the resolution of the printout, we
recommend that you reduce the print resolution to 300 dpi. This
will significantly speed the printing process.
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* In Microsoft Internet Explorer, you may resize (or use View ->
Fullscreen) the JReview session screen at anytime. In Netscape, you
must resize the browser window prior to starting JReview.

* Most grid objects support copy and paste.

Use the mouse (click and drag) to highlight a range of grid cells,
press CNTRL-C (or the copy toolbar icon) and copy the contents to
other applications such as Excel. CNTRL-A will select entire grids
in most cases.

Or

Use the mouse (click and drag) to highlight a range of grid cells,
Select the Edit menu and click Copy.

» Exporting objects to native file formats is available. To select an object
to export, you must select its frame (make the titlebar blue). Select the
File menu and click Export. Select the file type and enter the file name
with the appropriate file extension.

2} where should we save the file? x|
Lookin: | B0 testing ] £F

File name: I Open |

Files of types  p bt tenl) ﬂ Cancel |

All Files '7

Quick tour 29



JReview Settings
JReview execution and viewing options are available from the Edit Menu
under JReview Settings. When you change a setting, the change is
reflected for the duration of the session from that point forward.

Fie B0l view Fomst Erowse Window Advanced Heb

J YOERSIRbERE!
— Ot o —
Cofry ChrhC Y K5 Patient aelection Lriteria [icoravall:o /L. 16, 2 4
= DM Question Groups Cusshions Funchions: Opera
j _Cvefine Bmport SCL_ A
Adverse Events
& Concomitant Medicstan

Short = 1K recoed retrieves (10 sec DB, Z min SAS)

L Qrr— Debusg eptions & b Medum - 5K record retrieves (2 min DB, 3 min SAS)

Al vLC_.‘lJ v Mowe Panels to fronk on update & Long - 10K recond retrisves {5 min DE, 10 min SA5)
7 v 30 scatber = sobd planes Extra Long - >20K record retrieves (20 min DB, 30 min S45)
1) 9_0_0-0608 W Outhree Frama deagging Wakse
I Aeceptance Testing RSO0 | ) & pasize Grid cols bo daba (ghows grid processss)
|0 ficceptance Testing Show Selection Criteria cr:m o ! oo Display Values
|7y Damenstration e wit) Selection Crivaria (S0L) I

% Eiric

* Set Timeouts — Controls the length of time JReview will wait for a
request response from the server. Each timeout profile has two
associated times; Database (DB) which refers to standard requests, and
BATCH which refers to long-turnaround requests such as SAS jobs
and any Formatted output. Default setting is “Medium”, but
installations often set this to “Long” via JReview properties file.

* Debug Options — Production releases only have the “Debug msgs to
your jr_logs directory” option. This is a debugging assistance setting
and should only be used if instructed to do so by your JReview
administrator or Integrated Clinical Systems, Inc.

* Move Panels to front on update —If enabled (default), causes JReview
to bring any open panels (from the Data Browser) to the front/top
layer of the JReview desktop when a new subject is selected. Subjects
can be selected from a variety of JReview objects including the Data
Browser, Detail Reports and Graphs.

e 3D scatter — solid planes — If enabled (default), causes 3D scatter plot
to have solid surface planes. If disabled, points in 3D scatter plots will
show through the planes so that points that may be hidden can be
selected.

* OQOutline Frame dragging — If enabled (default), JReview will only
show the outline of internal window frames as they are dragged or
resized. If disabled, [Review will show (repaint) the contents of
windows as they are dragged or resized (could be sluggish on some
machines).
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Autosize Grid cols to data - If enabled (default), JReview will size
column widths to data shown in spreadsheet-style reports (considers
top 240 rows of data by default). If disabled, JReview will use a fixed
size for the columns of a spreadsheet-style report. Older or slower
client machines may present reports more quickly if this option is
disabled.

Show Selection Criteria (Text) — If disabled (default), JReview will
show Select Criteria as SQL code in its “Who?” / PSC object queries. If
enabled, JReview will show Selection Criteria Text returned from the
server in its “Who?” / PSC object query dialogs.

JReview Console - If selected displays the JReview Console window.
Test JPUT - If selected use to test export function.
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Specify Patient Selection Criteria

Review sub-populations

Review is segmented into “Browsers” which allows you to build reports,
patient profiles, crosstabs and graph clinical data. These objects are built
and potentially saved with the ability to share with other. The separation
of “Who” versus “What” is critical to Review and the “Who” is defined
by the patient selection criteria. You are able to filter the available patient
population from the selected protocols into sub-populations using the
patient selection criteria. The patient selection criteria allows you to focus
on these segregated sub-populations in the production of reports,
statistics, patient profiles and graphs. This function supports the concept
of the patient paradigm in that all information for the selected patients is
available for display including multiple visit data.

If you do not specify a patient selection criteria, by default you have
access to the whole patient population.

Focused analysis

The patient selection criteria focuses Review’s analysis on the patient
sub-population for all available data and doesn’t restrict the results to the
individual data observations or visits of the patients to be analyzed.
Another function, the Filter Output discussed in the next chapters is
designed to focus on particular observations and visits. The Filter Output
is another level of filtering used to restrict or select specific patient data
for multiple visits, observations and Adverse Events. Access to the Filter
Output function is located within each browser when you define your
output specification. The patient selection criteria and filter output can be
used in conjunction with each other or as individual functions to meet
your needs.

The patient selection criteria you create can be saved by description and
managed in folders for future use. The saved patient selection criteria are
organized in your folders and displayed in the Patient Subsets Window
for quick and easy access. If you do not specify a patient selection criteria,
you have access to the whole patient population.
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Sepsfor Patient Selection Criteria

Select a project
In the Object Explorer Window, select a study from the list of project fold-
ers by single clicking to open a study folder. As soon as you have
selected one of the Projects, for example 'Drug KA', Review opens that
project folder to display the protocols stored in your clinical data base.

Single-protocol mode
You can click and select a protocol that you want to explore. If you click
on one protocol, you are in single-protocol mode. The lists of panels and
items that are displayed corresponds to all panels and items in that pro-
tocol.

Skudies 4
e
Sq KA
o [
B Kazoz _
B Kaz03

|

£

Patient Subsets

I - 5]

"] Class
~ | Demo
| Training

Dukput Specifications

Al -

] ALERTS
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) Demo
] General

] Output Filker Examples

|1 5AS Program Training _

] TRAIMER w
Order output specifications by:

() Type () Description

| >

Execute obhject:
Review Output Scheduled Jobs
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Multi-protocol mode

If you select multiple protocols, you are in multi-protocol mode. The lists
of panels and items that you see correspond to common panels and items
between the protocols selected.

You can select multiple protocols in one of the following ways:

File Edit “iew Farmat Browse Window

For contiguous protocols (protocols listed next to each other):

1. Click the first protocol.

2. Hold the shift key and mouse click and drag the cursor over the
protocols you would like to review.

For non-contiguous protocols (protocols not listed next to each other):

1. Select the protocols you want while holding the Ctrl key.

2. Click each protocol you want to select.

Note: In Browsers, the item StudylD, is used for protocol comparison.

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.

Items from SAS datasets can be used like other items for patient selection
criteria.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same patient selection criteria
expression.
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Seps for selection criteria

After you open a clinical project folder and select a study, you can subset
your available patient population using the Patient Selection Criteria.

1. 2. 3. 4. 5.
Ibenms: Functions: Opex
D emogiaphy a| |Date Difer - MNew Everd Funclion
Dosage A Da g NN -l m <
- wal ity &t B azeline <
E_I’fn:ac:y Evvaleation Investigalor
Final PatiD ¢=
FINAL [SAS) Pat Na. =
ICAMDAAE_PAMELS Protocol iz mizsing[NULL)
ICANDAAE_SOURCE '3 i not missanglnat NULL)
Lab Chemistiy i Date
Lab Hematology Visit Label
Lab Urinalysiz | |Wisit No. =
i —] (DA f Sl 3 [ K 3 K |
L!pdda Browsers | ADD expression to criteria | Display Stats I I |— bem Compare
Select Criteria [Text) | Select Criteria (50L) =
1 IDemography Sex sFemale TE.SEX u2 =
-Iol ]
Decode Text Code -
|
Male 1
4] |
I™ | Subsst using Select Citer | ADD expression | -
Al v
I™| Exclude patients meeting citeria? [ Append to ciitesia? /éahdewbtbrﬂ

3

/

8. 6. 7.
1. Select a Panel.
2. Select a Item.
3. Select a function.
4. Select an operator.
5. Enter a value or select a value from Display Values.

Display Statistics (optional), Compare Items (optional).

o

Add expression to criteria.
7. Add criteria description (optional).

8. Update Browsers.
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Building criteria expressons

Criteria expressions

Patient selection criteria are made up of logical expressions, such as 'AGE
> 50', connected by Boolean operators, such as AND, ANDSELECT, or
OR. You create these expressions by clicking on various listboxes.

Your goal is to build a patient selection criteria to describe the patient
population that you want to explore.

There is a Review Admin Config Options string for
‘WARNMULTIABLEOR'’. When present, the patient selection criteria
issues a warning, with explainations of join logic behavior; if the user has
included more than one table, and at least one ‘OR’ logical operator.

Selecting a pane

Panels are logical groups of items for collecting and storing your clinical
data, in an on-line representation of your case report form. The Panel you
select determines which items are displayed in the item list, such as
‘Demography’, ‘Final Report’, and “Vital Signs’. Each panel contains a
group of data items, such as age, sex, race, and date of birth. For the pro-
tocol of interest, a panel of data in the database contains all data collected
for all observations and all patients (as appropriate for the type of panel)
in the protocol.
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The first step in defining a logical expression is to select the panel that
contains the item to be used in your expression, such as Demography.
Panels and items are selected individually to define the selection criteria

expressions.

1. Select the panel that contains the item to be used in your expression

Studies

et

KA

il az01
B KazO2
o[l KAZOG

Patient Subsets

"] Class
" | Demo
~ | Training

£ Patient Selection Criteria - ALl Patients (196)

Panels Items

Concomitant Medication  |»|  _Define Mew Iken_ ~
Jemnography _Define Mew Range_

Dosage Age

Efficacy Evaluation Age Group

Firal bt Childbearing Pokential

< b4 Mate nf Rirth

Andfor Selection Criteria (Text) Selecti

[[] Exclude patients meeting criteria? | Append to criteria?

Selecting an item

After you have selected the Demography panel, Review retrieves and
presents a list of all the items stored in the Demography Panel.

2. Select an item.

3. Select an operator.

The list of Functions and Operators displayed will vary dependent
upon the item’s data type.

4. Click Display Values. Select the value and click Add Expression to

criteria.

Shortcut - 1f you double-click on the single value of interest in the
Unique Values spreadsheet, the expression is automatically added to
the next available row in the Patient Selection Criteria window.

Close the Unique Values Window when you are through adding the
expression to your selection criteria.
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5. When you are through adding expressions to your selection criteria,
click Update Browsers.

=

Patient Selection Criteria - SUBSET: 35 of 196 patients.

DM Question Groups Queskions Funckions Operator
Jemography ~ Quialifying Question ~ actual value
Dosage Qualifyving value
Efficacy Evaluation Race <
Final Repeat # >
Piwak =k o=
Kaz201 Site = | |
Lab Chernistry Sub Event = contains:
Lab Hematology M isik v doesn't contain:
£ | ra £ | o beqgins with: ]
Walue
[ Update Browsers ”_ 00 expression ] Display Staks | Dizplay Yalues Item Compare I
Andfor Selection Criteria (Text) Selection Criteria (SOL)

Unique Values for Demography.Sex |Z||E||z|

Value

Female
rale

[] Exclude patients meeting criteria? []5ubset using Select Criteria? ADD expression

The SUBSET patient count displayed in the title bar is disabled by
default, unless the System Administrator sets the ReviewAdmin
configuration option for RETRIEVEPATIENTCOUNTS. This setting
permits the Patient Selection Criteria header display to update, showing
the number of patients in the current active selection criteria.

Patient Selection Criteria - SUBSET: 35 of 196 patients.
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Supplying a value

If you know the value that you want to specify in the expression, you can
enter you can enter the value in the Value box and click ADD
Expression.

1. Click on the panel that contains the data.

2. Click on an item.

3. Click on one of the default function values or user-defined functions.
4

. Select a logical operator appropriate to the expression you are
building, such as '="or ">".

o

Enter the value in the Value box and click Add Expression.
6. Click Update Browsers.

The expression is added to the next row of the spreadsheet containing the
active Patient Selection Criteria. Repeat these steps if you want to
continue to add more criteria expressions or click Update Browsers
when done.

£ Patient Selection Criteria [ichpux3] =10
~Panel ~ltem ~Function————————— rOperatar
Lak Urinalysiz ;I rul-. - actual value =
Adverze Events Heioht -
Efficacy Evaluation J zight -
e —— T | - |
Ft At Respiration Rate -
Clirdrial TAGS Radial Pulse - Sitting e
REVIEAADMIN TAELE_CA Blood Pressure - systolic .
RES AR CibdIk DELD T Blood Frezsure - diastolic iz missing(MULL)
4 I | 4 e ;I iz nat missing(not MULL)
Walle
Updste Brovwsers I Addd Expression Dizplay Stats Displav\faluesl ltem Catnpare |
ancior | Select Criteria (Text) Select Criteria (SQL) |
[vitals & Physical Examyveight =200 |T13¥VEIGHT =200 |
[ Exclude patients meeting criteria? r Append to Criteria? Criteris Descriptinn:l

Your expression has been added in two different ways. The expression
appears in the Select Criteria (Text) field exactly as specified in the list
boxes. Also, the expression appears in the Select Criteria (SQL) column in
a way that is understandable to the system.

Andior Select Criteria (Text) Select Criteria {SGL)
Yitals & Physical Exam \Weight =200 [T13WEIGHT =200
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Displaying item values

Another way to add select criteria expressions besides directly entering a
value is to open the Display Values window. Once you have added
expressions by entering a value, you can capture perspectives of your
data that are uniquely informative. Suppose you are interested in
exploring patients who were discontinued from the protocol due to
safety issues. For example, select the Final panel and item Reason for
Discontinuation. This item type references a data dictionary file
associated to the discontinuation reasons by a code.

To list all the values of this item in the protocol(s):

1. Select a panel, such as Final Report.
2. Select an item, such as Reason for Discontinuation.

3. Click Display Values. The Dispaly Values window does not
automatically open for decode items.

Review displays the Unique Values window for the selected item. All
the values are displayed with the internal codes if an item is coded.

4. Highlight the selected row and click ADD expression or double click
on the row.

B Patient Selection Criteria [ichpux8:ctdr] (192.168.1.26:22300)

Panels Tkems Functions: Opetator
Demography A PatID ~ actual value _ ~
Daosage Pat. Mo, decoded value Ee-
Efficacy Evaluation ~—  Protocol <
Feason for disconkinuatic =
ICANDA.AE_SOURCE Type of Safety Event =
KE mews best 3 Yisit Date : ==
I AD CLCRA FTASY == Micik 1 -kAl = i missing(NULL)
4 | > & : l = e ek riccinalnek KUY 8
Walue
Update Browsers ADD expression Display Stats | Display values Item Compare

and/or

Selection Criteria (Text)

Selection Criteria (S0L)

decoded walue

Lack of Efficacy

|3

Protocol violakor
Safety
Subject Requested DC

[ Subset using Select Criteria?

et e Y Y AV

ADD expression

Building criteriaexpressions 43



Selecting multiple values

If you need to select multiple items of interest within the same Unique
Values window, the selected operator must be '=". Then click Display
Values to open the Unique Values window.

To select multiple contiguous values, click on a value and drag over the
other values. To select multiple non-contiguous values, click on a value
and hold down the Ctrl key when clicking the other values.

'gau"ique Yalues for AE Coded : decoded value | |O0]
Decode Text Code
W AL o
mMS Myalgia 3470 d
MER Dizziness 1470
MER :Headache 2285
MER :Somnolence 4674
RES :Cough increased 1240
RES Respiratory disorder 4440
RES :Sinusitis 46545
RES Upper respiratary infection 2932

S5 Glaucoma 2115

55 Taste perersion 48945
G Urinary tract infection 2940 _
UG Maginitis 5340 =

[ Subsetusing Selection critera®? Add expression to criteria

When you click ADD expression to criteria, Review adds your
expression, including the value you selected from the Unique Values
spreadsheet, to the next available row in the Patient Selection Criteria
window.

If you want to select multiple values from the Unique Values
spreadsheet, the selected operator must be '=". When the expression is
pasted into the Patient Selection Criteria window, it is automatically
turned into a SQL 'IN List' expression, which means that patients will be
selected if the value of the item specified is any of those in the list.

Andror

Select Criteria (Texd) Select Criteria (SAL)

Adverse Events AE Coded =3942,4320,46658 |T10.SECODE N (39424320 4668
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Selecting an operator

Review can refer to item values exactly as they exist in the database by
using the function 'actual value', or it can present derived forms of the
values, such as Baseline or Endpoint. The list of functions and operators
displayed will vary dependent upon the item’s data type.

If you select a function other than 'actual value', Review automatically
introduces additional calculation or extraction logic options for the
expression you are building.

If a selected item's data type is TEXT, the following function is available:
actual value. For NUMERIC data, the available functions also include
'chg. from baseline' and '% chg. from baseline'.

Note: Review automatically selects an appropriate default function
based on the data type of the item you have selected.

The list of Operators changes according to the item’s data type.
1. Click on the panel that contains the data.
2. Click on the item.

3. Click on one of the default function values or user-defined functions
(see below).

4. Select a logical operator appropriate to the expression you are
building, such as '='or '>".
Note: If the item is a Text data type, you see the following text strings:

contains:

o ow

doesn’t contain:

begins with:

o o

ends with:
e. is missing (NULL)
f. is not missing (not NULL)

These text string operators allow you to search for partial strings
anywhere within the field. If the item is a numeric data type (such as
age), or a date field (such as date of birth), the string operators do not
appear in the Operator ListBox.
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Building a string expression

If you are building a string expression, (for example, patients whose
‘Adverse Drug Event’ field contains the string 'RASH' anywhere in the
text of the item), click the 'contains’ operator and enter the string ‘'RASH’
in the “Value’ field. The string search is case sensitive and you can
determine how the data is stored by clicking Display Values.

£ Ppatient Selection Criteria [ichpux3] 1O
~Panel et ~Function——————— - Operator
Final ;I End Time ;I actual value = -
Lak Chemistry Related to Iny Med' e
Lak Hernatology J Outcome =
Lak Urinalysizs Outcome being treated? =
= ==
Efficacy Evaluation AF Coded
My calogical Resuts - || | zerious? cortains:
70T || AE Type cdescription)  » | doesnt contain; |
Walue
Update Erowsers | Cisplay Stats Display\-’aluesl ltem Campare |
ancior | Select Criteria (Text) Select Criteria (S0L) |
|&sciverse Events AE Text containe BU...|T10.SETEXT lke “SBURNING ! |
[ Exclude patierts meeting criteria? r Append to Criteria? Criteria Descriptiun:l

Joining criteria expressions

Boolean operators

When you add additional expressions, an AND operator is added
between next row of criteria in the Select Criteria logical Operator
column. This means that the previous expression and the current
expression will be used with an AND between them. The patients
selected pass the previous criteria expression AND the current criteria
expression so both expressions must be true. In the previous example, for
Age > 50 AND Sex = Female, only those patients who meet both criteria
expressions as true are selected into the patient sub-population or patient
subset for analysis. This is a simple example where the Demography data
is a single panel type collected only once for each patient.
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Additional criteria expressions

If you to want additional criteria applied to the patient selection criteria,
repeat the previous steps:

1. Select a panel.

O = W N

. Select an item.

. Supply a value.

. Select an operator.

. Add expression to criteria.

When you add additional expressions, an AND operator is added to the
second row of criteria. If this is not appropriate, you can change the AND

to an OR or ANDSelect.

i Patient Selection Criteria [ichpux3] i m|
~Panel et ~Function —Operator
Lak Urinalysis ;l Protocol =
Aolverse Events Investigator ==
Efficacy Evaluation J Pt Mo =

— Wit ==
Clirtrial TAGS Temperature e
REVIEAADMINTABLE CA | o L o et o
RFY IR L TikdlR] hFlﬂ.r"TIﬁhl p . iz mizsing(MULL)

i | Radial Pulze - Sitting ;| is not missingnot NULL)
Walue

Upclste Browsers

| Aodd Expression

| Display Stats | Displayalues

ltern Catnpare

AndiCr

Select Criteria (Text)

Select Criteria (SGL)

OR

'v'rtals & Physical Exam Weight =200
& xal Examm.Height =60

etz meeting criteria?

T13WEIGHT =200
T13ICHEIGHT =60

r Append to Criteria?

Criteria Description:l

[|aMDSelect

The expression is added to the next row of the spreadsheet containing
the active Patient Selection Criteria.

6. When you are through adding expressions to your selection criteria,
click Update Browsers. The title bar updates to show the number of
patients in the current active selection criteria.

Patient Selection Criteria - SUBSET: 40 of 196 patients.
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AND operator

The patient selection criteria becomes more detailed when you choose a
multiple record panel or multiple visit panel type for example, Adverse
Events, Laboratory Chemistry or Vital Signs. In this example, both of the
selected data items came from the same multiple visit panel Laboratory
Chemistry.

| Select Criteria [T ext] | Select Criteria [SAL)
1 Lab Chemistry. Cholesteral, tatal »=250 T7.CHO »=250
2 |AND ILab Chernigtry. Triglycendes »=250 T7.TRI »=250

Detail Data Listing - Subset of patients

The patients selected have a minimum of one visit where both the
Cholesterol AND Triglycerides are >= 250 within the same visit. the
patient selection criteria results are 20 patients in the patient subset from
the total patient population of 196.

Patient Selection Criteria - SUBSET: 20 of 196 patients.

Hint: View a detail data listing of the data items in the selection criteria is help-
ful when defining and validating patient selection criteria with multiple expres-
sions and different operators.

1 ]
Investigator | Patient | Visit | Cholesteral | Trighycerides
018 4114 |1 305 373 -
4114 |5 306 285
4204 |1 273 285
4204 |5 260 259
030 310101 296 241 4—__
310115 282 335 -
320311 258 246
3203 |5 250 396
056 5117 |1 251 277
512511 277 391
9125 |5 275 497
2209 11 315 415
S209 |5 [297 192 -——
063 221011 258 544
22105 26l 430 =]

Notice in the detail data listing contains some patient visits which do not
meet the selection criteria as show by the arrows. Remember the patient
selection criteria is based upon the patient paradigm and all the patient’s
data is displayed. If you do not want the visits (rows) to display in your
output, then you would define a Filter Output to be discussed in detail in
the browser chapters.
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OR operator

If this is not appropriate, you can change the AND to an OR or ANDSe-
lect. Click on the AND in the Select Criteria logical Operator column to
display the dropdown list for other operator options.

ancior | Select Criteria (Text) [ Select Criteria (S0L)
Lak Chemistry Cholesteral, total ==250 |T7 CHO ==250
ARD ~lLah Chemistry Triglycerides ==250 T7 TRl ==250
MO
| H
AMDSelect Patient Subset to current criteria? | Exclude Patierts meeting critera?

If you use the previous example and change the operator to OR, the
patients selected must have the first or second expression as true within
the same visit (row). For a patient to be selected they must have a
minimum of one visit where either Cholesterol or Triglycerides or both
data item values are >= 250 within the same visit (row). All the patient’s
visits are displayed for the selected patient subset including the visits
where both data items values are <= 250. The patient selection criteria
results are 69 patients contained in the patient subset from the total
patient population of 196.

E Patient Selection Criteria - SUBSET: 69 of 196 patients.

Detail Data Listing - Subset of patients

S=1ES

Investigator | Patient  |Wisit | Cholesterol | Triglycerides
013 4102 |1 252 244 -
013 4102 |5 240 146

015 4103 |1 228 103 -
013 4103 |15 225 253

013 4114 |1 305 373

013 4114 |5 306 285

015 4203 |1 172 255

013 4203 |5 1582 154

013 4204 |1 273 285

013 4204 |5 20 259

013 4205 11 183 513

013 4205 |5 1586 169

013 4205 |1 125 174

015 4208 |5 133 266

030 310101 296 241

030 310115 292 F35

030 3102 11 208 195

R —

Joining criteria expressions
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ANDSelect operator

When you change the boolean operator to ANDSELECT, the patient
selection criteria is partitioned into two segments executed in succession.
ANDSELECT is the equivalent of adding parentheses into the Patient
Selection Criteria and forces the execution into a multi-step process.

| Select Criteria [Text] | Select Criteria [SQL] =
1 Lab Chemizstry. Cholesterol, total » =230 TF.CHO »=230
2 |ANDSelect ILab Chernigtry. Triglycerndes »>=250 T7.TRI »=250

In this example, the data item values are no longer restricted to the same
visit (row) for the multiple visit laboratory Chemistry panel due to the
ANDSELECT operator. The patient selection criteria results are 21
patients in the patient subset from the total patient population of 196.

Detail Data Listing - Subset of patients M=
1 |
Inwvestigator |Patient | Wisit | Cholesteral | Trighycerides
018 4114 |1 305 373 -
4114 |5 306 285
4204 |1 273 285
4204 |5 260 259
030 3101 |1 296 241
3101 |5 292 335
3203 |1 258 246
2203 |5 250 395
056 511711 251 277
5125 (1 277 391
5125 |5 278 447
520911 315 415
5209 |5 297 192

You can apply various combinations of operators to the selection criteria
to subset the available patient population. For example, previously we
selected patients with elevated Cholesterol OR Triglycerides >= 250
within the same visit. You can add selection criteria from Medical History
data items for Cardiovascular Disease OR Hypertension as ‘yes’ to see if
there is any relation to the laboratory results.

Select Criteria [Text) | Select Criteria [50QL) =)
1 Lab Chernistry. Cholesteral, tatal »=250 T7.CHO »=250 | ]
2 |0R Lab Chernistry. Triglycendes »=2580 T7.TRI »=250
3 | ANDSelect Medical History. Cardiovaszcular Dizease =2 T1.CARDIAC =2
4 |0R Medical Historm. Hupertengion =2 T1HYPERTEM =2

|4
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Patient Selection Criteria - SUBSET: 24 of 196 patients.

The ANDSELECT operator partitions the patient selection criteria to be
executed into two subqueries. First JReview processes the multiple
selection criteria by retrieving a list of patients who meet the first
selection criteria subquery for elevated Cholesterol OR Triglycerides.
Then from this first subset of patients a second subset of patients is
generated who meet the second selection criteria subquery. The second
selection criteria subquery results in the final patient subset. In this way
the patients meet all the multiple selection criteria.

Detail Data Listing - Subset of patients

L Hli s
1
Inwestigator |Pakient | Wisit | Cholesteral | Trighycerides | Cardiowvascular Dx | Hypertension
018 4114 |1 305 373 Mo Yes -
4114 |5 306 285 Mo Yes
4203 |1 125 174 [la] Yes
4208 |5 133 266 Mo Yes
3104 |1 253 62 Yes Mo
3104 |5 199 50 Yes Mo
31091 227 341 Yes Yes
3109 |5 240 355 Yes Yes
31111 292 199 Mo Yes
3204 |1 194 272 Yes Yes
3204 |5 199 23z Yes Yes
3205 |1 196 164 Yes Yes
3205 |5 216 333 Yes Yes -

Build a complex patient selection criteria

Sometimes it is necessary to select patients who meet a particular criteria
at a particular visit, (for example, at baseline), and who also meet criteria
at another visit (for example, at endpoint). Normally, introducing Visit or
any other item twice in the same expression with different selection
values yields a “no patients selected” outcome, as they are mutually
exclusive. JReview introduces a concept of selection segments to access
such patient selection criteria. Each selection segment is tested in
succession, not all at once. This provides you with a unique versatility at
visualizing and analyzing particular data sets.

To define the start of a new selection segment, click on the ANDSelect
logical operator.
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An example Patient Selection Criteria using this technique is:
KOHEXAM = 2 (Positive) 1%t Subquery

AND VISITNO =1

ANDSelect {Creates nested subqueries}

KOHEXAM = 2 (Positive) 2" Subquery
AND VISIT NO =6

| Select Criteria (Text) | Select Criteria [SAL]
1 Mucological Resultz Wigit Mo, =1 T12WISIT =1
2 |AND Muycological Resultz KOH Exam [Inv] =FPozitive | T12 KOHERAM ="2
3 |AMDSelect Mycological Resuls Yisit Mo, =5 T12VISIT =6
4 |AND Muycological Results. KOH Exam [Inv] =Positive |T12-KDHE>"-"-"-M =

The ANDSELECT statement partitions this patient selection criteria into
two segments. Partitioning this patient selection criterion creates
Review’s selection segments, which are executed in succession and
prevent each segment from excluding the other. The system processes
such multiple selection segment criteria by retrieving a list of patients
who meet the first selection segment criteria, then retrieving a list of
patients who meet the second selection segment criteria, who are also in
the first list of patients. The result would be 0 patients if the tests were
run without Review’s selection segments or run simultaneously. You
could not normally test for the mutually exclusive selection values
VISITNO =1 AND VISITNO = 6.

Note: In order for Review to run a complex SQL statement containing OR or
ANDSelect, sometimes it is necessary to add parentheses to the “Select Criteria
(SQL)” column dependent. The default processing of the various expressions
might be different than the intended behavior. So — it’s important to review the
intent, and insert (or) in the SQL colummn (34 column).

Changing the selection criteria
If you want to change the patient selection criteria, click anywhere in the
row that you want to change:

1. To modify the patient selection criteria, you can click on the row and
editit. .

2. To remove a row, click clﬁlg or from the Edit menu, select Cut. This
will delete the highlighted row from the expression.

3. To remove all rows, click D .

4. Click Update Browsers to apply the updated patient selection criteria.

52 Chapter 2. Sdecting Patients



| tem comparison selector

Compareitems

|ah Urinalwsis

An alternative mechanism to the basic patient selection criteria is the
item comparison selector. This mechanism provides the functionality to
base selection criteria on the value of another item, not just a fixed value.
Select a panel, an item, and an operator. Items can be compared within
the same panel or between panels.

¥ Patient Selection Criteria
~Panels———— pltems——
Demography ;[ Fhosphorus Inurganicd
Final ASAT (5GOT)

=

ALAT (SGFT)

Trighycerides

.

Functions———

baszeline value

chyg from baseline
% cha from haseline

=

endnnint valuq

=
-

- _>I_'I

Operators

Update Bro

AndiQr

[ Append ir

Sael. - -
E‘Ealtem Comparison Selection

~Panels rltems

Randomization 2|/ Glucose ;l
Medical History Gamma Glutl Transp
Frevious Medication Fotassium
Concomitant Medicat Lactic Dehydrogenas
Dosage Sodium

Cemoaraphy Phosphorus Inorgani
Final IT)

Lab Chemistry ALAT (SGPT)

Lah Hemataology ||| Triglycerides -
4l | » 4] | >

~Functions

actual value

haseline value

endpaint value

chg from baseline
% cho from baseline

= 10] x| ’7
ltem Compare

Q1 = W N =

. Click Update Browsers.

. Click ADD expression to criteria.

. Close the Item Comparison window.

. Click | Item Compare . The Item Comparison selector window opens:

. Select the panel, item, and function value to compare to.

Note: The SQL text that is created when compare Lab Chemistry panel item
SGOT > than SGPT actual values:

Select Criteria [Text]

| Select Criteria [SOL]

Lab Chemistre 4547 [SGEOT] »Lab Chemistry ALAT [SGPT] T7.5G0 »T7.5GP

Item comparison selector
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Exclude patient criteria

Display excluded patients

You have the ability to view those patients who are not in your current
selection criteria by setting Exclude patients meets criteria?. Click the
button in the lower right corner of the Patient Selection Criteria Window
to set this option on. For example, build a patient selection criteria for
female patients and open the Data Browser Window to display all
patients who meet this selection criteria.

_Pitlinnl Selection Criteria - SUBSET: 35 of 196 patients,

DM Question Groups Questions Functions Opsarakor

Demography | | Qualfying Question O 5 ctsal v ahse

Dosage Qualfying Yalue

Efficacy Evaluation Race <

Final ' FRepest # >

[+ Pivol <

[+ KAZOL Site 5=

1 ah hemictry < i e, Ciammb s cort sins:

.‘_ > .2 Amzrn't ok aine !
Value
UpdateBroveers | ADD expression | Display stats | Display Values | Ttem Compare |
Andfor Selection Criteria (Text) Selection Criteria (SGL)
Demography.Sex =Female [T2.56X =Female |
[E2 Data Browser - Subset of patients

[[] Exchude patients meeting criteria? -
Custom DCM'Question Groups:
Custor DCMYQuestion Groups
£ L
DCMIGuestion Groups
AE Cases (AERS) ~

|| AE Events (AERS)
\_'_| Adverse Events
|| Concomitant Medication

[+ SASRegstration v
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To view patients excluded from your current selection criteria:

1. Click the box for [ Exclude patients meeting criteria?
2. Click Update Browsers.

The example shown displays all male patients or all the patients who
were not included in the patient selection criteria. You can apply this
patient exclude option to any patient select criteria to display all the
patients who are not in the current selection criteria. This feature saves
you the steps of building a separate selection criteria if you want to see
the patients excluded.

B Patient Selection Criteria - SUBSET: 161 of 196 patients.

DCMfQuestion Groups Questions Functions Operator
A Qualfying Question Al =l value
Qualifying Value
Efficacy Evaluation Race &
Final Repeat # >
= pivot -
[+ KAzo1 Site e
| ah Chemickry s ©i e B amel ¥ contains:
< > * Amarmh s mek sims e
Yalue
(sl sits | [Derloy vaves) Rem Campars
AndjOr Sefection Criteria (Teudt) Selection Criteria (SQL)
|Demagraphy. Sex =Female [T2.56% =Female’ |

61 cases selected

[+] Exclude patients meeting criteria?

DCMIQuestion Groups

KAZ01$CURRENT EI:IE-E AE Cases (AERS) -~
FAZOIFCURRENT  |1109 0ee AE Events (AERS)
066 || Adverse Events
(3 || Concomiant Medication
i [ SASRegistration v
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Functions

Types of function values

Review can refer to Item values directly and as they exist in the database,
or allow for user-defined function values. For example, the function
‘actual value' presents the raw data, or ‘Baseline’ presents a user-defined
time-related milestone value.

The list of functions changes according to the data type (Fixed, Text,
Date, or Time) of the item selected.

1. Click on the panel that contains the data.
2. Click on the item of interest:

3. Click on one of the default functions or user-defined functions (see
below).

Decoded value

When you select an item associated with a data dictionary file, the
decoded value is the default versus the actual coded value. For example,
the default decode for “‘Male’ versus the code as ‘M".

Actual value function

When you select a function other than actual value, which is the actual
raw data of the last value entered. Review automatically introduces
additional calculation or extraction logic options for the expression you
are building.

Derived function values

Review provides default derived values, however derived forms of the
functions, such as Baseline or Endpoint, can also be selected. The _New
Event Function_ allows you to define a variety of time-related milestone
functions in IReview available to select in JReview.
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Date function

If you select 'Calendar Year' as a function for a Date type item for a
selected panel, Review adds programming logic to reference the year
portion of the Date type item. For example, you can enter '1994' in the
Value box to retrieve all patients whose Date type item is in the year
'1994".

Default date formats are set to 4 digit year (Year 2000 compliance)
throughout the product. Also, local country specific conventions for
dates and numbers.

For Oracle Clinical data source if the date type (char type) is not stored in
standard YYYYMMDD format, a config.options parameter is available.
OCDATEMASK = can be set to tell the system the expected date format
for use in the Oracle date function to convert to a real Oracle date.

Functions Operator

actual value S _ ~
Oracle date <

Calendar Year <

Calendar Month >

Calendar Day o=

baseling value M || »= w

4|
. Sep 30, 2009 J—|
[ Display Stats ]|_Displa'f \p'alues§|

Character (Text) type data is referenced with the following list of
functions:

e actual value
* decoded value (if coded type)
¢ baseline value

* endpoint value

Numeric type data adds the following functions:

* chg. from baseline: Defined in the configuration tables and/or user-
defined using _New Event Function_.

* % chg. from baseline: Defined in the configuration tables and /or user-
defined using _New Event Function_.

* chg. from previous: Default derived value (measure determined from
the last two measures).

Note: Review selects an appropriate function by default with respect for the data
type of the item selected. The default function is assigned as the most likely
function to be used for that type of item.
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[tem Satistics

Display item statistics

Alternatively, you can display the range and other basic statistics of the
item by selecting an item and clicking Display Stats.

Hint: This function has meaning when applied to numeric data items and may
not be significant for other values.

The example for the patient age shows the total count of values,
minimum value and maximum value. If the value is numeric, then the
mean and standard deviation are included. This example represents the

total population of patients within the protocols selected and the selected
function.

i Ppatient Selection Criteria [ichpux3]

AncdOr

Select Criteriz (Text)

| Select Criteria (SOL)

—Panel ~Rem ~Function——————— (Operstor
Medical Histary Pat. Mo, =
Previous Medication Race =
Concomitant Medication Sex =
Dosage Date of Eirth =
==
Final ] : ! iz missing(MULL
P - || | Childhearing Patential i HiSSIng )
[ | | 3 Evaluzhility st Bazeline ;I is hat mizzing(hot MULL)
W alue
Wpdate Browsers | Add Expression | Dizplay Stats betn Cornpare

[ Exclude patients meeting criteria?

I Append to Criteria?

Criteris Description:l

Basic statistics for Demography.Age =10 =l
Study cout ik PRy | [{(=E=Ty I =t cew |
KA201 195 [17 |so | 44219 | 16193 |

[ Subset using Select Criteria’?
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This example for lab item cholesterol counts the individual lab values
across multiple visits to display the basic statistics for the lab item.

Patient Selection Criteria [ichpux3] =10
~Panel ~kem ~Function———— ~Operatar
Concoritart Medication & | /=" actusl value -
Dozage J Bllfrubln., totel hazeling value ==
Demagraphy Uric: Acid cha from baseling =
Final Llreal hitrogen J % chy from bazeling =
&k Chen Calciurm endpairt valle a=
Lab Hermatology = - e
Lo e o [ v s missingONLLL)
3 1 I | 4 i not miszing(not MULL)
Y alue
Update Brovvsers | Add Expression | Dizplay Stats D|Sp|a\y'\.-"aluea ket Catnpare |
ancior | Select Criteria (Text) | Select Criteria (SL) [
i Basic statistics for Lab Chemistry.Cholesterol, total =10l =]
Stucly count ri [([=F | e I =t clew |
T ka2 362 [11a 389 | 202442 | 44008 |

[~ Subset using Select Criteria?
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Displaying subsets of protocol population

You can limit the displayed statistics for the patients meeting the patient
selection criteria by checking “Subset using Select Criteria?”. If the
checkbox is not checked, the statistics are for the total patient population.

When [ Subset using Select Ciiteria?  js checked, the statistics in the
corresponding window reflect the sub-population of patients that falls
within your patient selection criteria. The patient selection criteria will
only be applied to the population when Subset using Selection Criteria
is clicked. Any changes that you make in the Patient Selection Criteria
that need to be reflected in the subset statistics must be preceded by
clicking Update Browsers.

Z Patient Selection Criteria [ichpu =1O|
~Panel ltetn ~Function——————————— (Opergtor—————————————
Demoorapbry ;I Calcium ;I At B _
Firal J Cholesteral, total hazeling value e
Ak L | Chiloride chyg from baszeline =
Lab Hematology COZ Content %% chy from bazeling =
Ad.verse Even’[s. Gamtna Glutl Transpeptide rtest ==
Efficacy Evaluation + ||| Patassium = i missing(NULL)
4 4 4 | | » iz hiot missing(hot MULL)
Walue
Update Browsers | Adld Expression | Digplay: Stats Display\-’aluesl tem Compare
Andior | Select Criteria (Text) [ Select Critetia (SQL) [
Medical History Disketes =2 |[T1 DIABETES =2 |
it Basic statistics for Lab Chemistry.Glucose =10Olx|
Study count min MEx | MEan | std dew I
kA0 [13 [10a 460 | 245760 | 119629 |

¥ Subset using Select

Criterias h

If multiple protocols are selected the basic statistics display on separate
rows for each study.

£ Basic statistics for Demography.Age =10l =]
Study count triity &% | mMest I =t dew |

b 201 196 17 50 44.219 16193

bea202 196 17 a0 44.219 161393

[ Subset using Select Criteria?
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Object storage: Saving your work

Saving the selection criteria

To save the patient selection criteria you have created for later use:

1. Make certain that the Patient Selection Criteria window is the active
window by clicking on its title bar.

Click , or from the File menu select Save.

JReview displays the Save window organized by tabs associated with
saving an object.

Access tab
2. The Save window opens on the Access tab, select an Object Storage
Location.

Save As... E|
\‘?‘l) | Definition | Access | version

Object Storage Location Share with usergroups: Study Groups:

PPubllic -

Objact Laval

(%) Study ) Project () StudyGroup () Global

Project or Global Objects to averride

[[] Override sslacted ProjctGlobal cbject?

[seve J (e ]
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Object storage location

Saving on database object storage sites, requires the author to have
“Publishing Authorization” defined in the configuration tables. (See
ReviewAdmin Users Manual)

Public A
Private
LIz etgroup

There are three user access levels to store the object specification: Private
(db), User Group (db) and Public (db). User access levels designated as
‘db’ for database makes the object available for scheduling. Objects may
be saved at the study, user group or global level

e Private is a database object storage for sole access by the user.
IRAdmin review privilege for Protected_Category at UserID level.

e User Group is a database object storage for defined User Groups in
the configuration tables. Object storage in User Group level allows
you to specify sharing with multiple User Groups. When you are a
member in a User Group and click User Group, the ‘Share with
usergroups’ list box is made available for selection. Click on a
usergroup to share the object, use the CTRL or SHIFT key to make
multiple selections.

IRAdmin review privilege for User Group Save where users in a
usergroup can update and delete other user group member objects.
The privilege is set at either the UserID or User Group level. Also,
IRAdmin review privilege for Protected_Category at User Group
level.

e Public also has shared network drive for storage where all users have
access to public objects, but authorization is required to save an object
as public.
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Save As...

J) Definition . ACCESS | Vergion

Object Storage Location Share with usergroups: Study Groups:

]

Public -

Objact Laval

&) Fudy ) Project O StudyGroup () Global

Project or Global Objects bo override

[[] Override sslacted ProjctGlobal cbject?

o

Study Override

You can override a previously saved object at the Project or Global level
with a Study level object. When you select Study level, the ‘Override
selected Project/Global object?” check box is made available for selection.

Save at the Study Object Level, when you can choose to override a
previously saved Project or Global level object. Select the previously
saved project or global level object from the ‘Projects or Global Objects to
override’ list. The chosen Project or Global level object will be replaced
by the new Study level object when you click SAVE. The original
Project/Global object is still available for selection in other studies, but is
overridden for the selected study.
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Share with user groups

When UserGroup is selected the ‘Share with usergroups:” box is enabled
allowing you to select other usergroups to share access with the object
specification. Use the CTRL or SHIFT key to make multiple selections.

Definition | ACCess | Wersion

Object Storage Location Share with Usargroups: Studhy Growpes:
Basic ~

UserGroup ~| T
Giest
TRevview Validation

Obiject Level SPHERE

i3 2 Sper

(®) Study () Project O StudyGroup () Global Testirop 3

Publish for study groups

b ]

-."("

The study group save privilege allows the user to save objects to Study
Groups and selected in the “Publish for Study Groups’ list. The Study
Groups are non-visual groupings of studies set in Review Admin, and
are not project specific. They can, and are intended to cross projects.
Users can create a study group from within Review Admin, assign
studies when this option is turned ON, objects can be saved to the study
group. These groups are not visible in JReview (like project and study
are), but rather help group studies of common architecture.

For example, if three ongoing projects were built on one database
standard and each may have two studies. The “Standards Committee”
decides on new standards which will affect all future studies. So, the next
studies that each of the projects start up will use a new standard. This is a
good place to create two study groups. The first study group will have
the initial six studies (two from each of the three projects) and another
study group will contain all future new studies. The user within JReview
does not see the study groups until he/she goes to save an object. This
option allows the user to be able to save objects as a global report, but
only to a subset of studies that could be across protocols.

Definition | ACCESS | Wersion

Objact Storage Location Share with usergroups: Study Groups:
Bt ~ EENE
Usertroup v| EETEE vokdaton
Guest
JReviow Yalidation
Object Level SPHERE
(@) () Progj () 5t () Global
() Study () Project (®) StudyGroup () TestGroup B
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Definition Tab

3. In the Definition tab, enter an appropriate Description. This
description is displayed in the Object Explorer window.

X

Save As...

-\?[-) Definition | pccess | Version
Descriphion Existing Objects:
Femaies »= Age 45

Category (Major  Minor. Sub):

Summary Information:
Check menopause statbus|

4. Enter the folder(s) information in the Category box.

Category (Major. Minor, Subl:

yaka Management| |

Clinical Safety

Each folder (major, minor and subfolder) is separated by a period
where folder titles can consist of more than one word separated by a
space. For example, the major folder for ‘Safety” has two minor folders
‘Safety.AEs’ and ‘Safety.Labs’.

Folder names are case-sensitive and after the folder(s) are initially
created, they are selected from the dropdown list box.

5. Enter a Status for the object. The Status may be used when managing
objects to create Object Groups for launching groups of objects with
the same status.
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6. You can include Summary Information for future reference to be
viewed by yourself or others later (optional).

An ID Number is assigned and used internally by Review to track the
object.

Version tab

JReview has the following “Allow Updates” privilege settings apply to
Save and Update an object. A new object must be saved as New Version
as there are no prior saved versions.

Click on Save, to save the object specification or defined patient
selection criteria to the Object Explorer window.

Save As... El
\ITI) Defindtion | Access | Verson

Wersion: . Must be Saved &5 New Version a5 this appears a New object (has no saved versions),

Create Date:
[UI.-W-ZOIZ

Chant Version
[9.2.3-!0!'5
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Retrieve a saved selection criteria

If you want to retrieve a saved patient selection criteria:

1. Double click to open a folder. The filter icon displays along side the
description to indicate the stored object is a patient selection criteria.

Patient Subsets

Fublic v

V,,' Pat11: Operatar of "ends with!

V,,' Pat12: Ohject with Exclude Pat 3

TF  Fiedd e ueie ek o ile B e e

< ¥

2. Double click to paste the selected patient selection criteria into the
Patient Selection Criteria Window.

Append to criteria

At this point, you can either click Update Browsers to enable your
selection criteria, or continue to add more previously saved criteria
objects to the end of the currently loaded selection criteria with the
‘Append to criteria?’ check box. You can modify the patient selection
criteria and resave to a new description and folder.

Note: To save time, you can launch and paste previously saved patient selection
criteria from the Object Explorer Window to edit and resave as new stored
objects. However, you must load the previously stored object first into the
Patient Selection Criteria Window then append to or modify it.

You can append a saved patient selection criteria to the current saved
patient selection criteria object:

1. Select and double click to add the first selection criteria object.
2. Click # Append to critena?
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3. Select and double click another selection criteria object to append.

£ patient Selection Criteria [ichpux3]

=10l

Updsate Brovezers

| Acd Expression

| Display Stats |Displa‘f\falues

~Panel ~tem ~Function ~Operator
Meclical History isit Date ==
Previous Medicstion Wizt Label =
Concamitant Medication Protocol =
Dosage Investigstor ==
Demographny Pat. Mo, e
f'_”la'm_ + ||| Date of Randamization is missing(NULL)
4 iz nat missing(not MULL)
Walle

ket Cotnpare

andior |

Select Criteria (Text) [

Select Critetia (SGL)

|Randomization.Treatmer1t =10

|TD.TREATMENT =10

[ Exclude patients meeting criteria?

/ Criteria Descripti-:-n:l
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Object properties

You can view information about an object when you select “Properties”.

1. Select the stored object with a single click.

2. Right-mouse click to display a floating menu.

Patient Subsets:

" UserGroup 1% Public

~ test cvs hypertension hi cholest, hi tric
- §_ Diabetic Hx OF elevated Lab Gluzcose
1 J_ Dizcortinued patients on Active Drug w
- Elevated Cholesterol patients
W Elevated baseline SG0T

Patient with specified AEs

JrL|
Remaowe

3. Click Properties to display details and click OK to close window.

@ Category

Project
Study

Ohbject Type:
Ohiject Marme:

Descrigption:
SLIFEnEEY:

Author:

Create Date:

Access Level

Ohject Lewvel:

U=serGroup:

x|

|zafety

ke,

|20

|Zelect Yiew

|au:'tdrug

Patients on Active Drug

Aotive drug taken from Randomization
panel.

|i|ong

|23-aPR-2004

|Puilic (dk)

|Study
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Quick remove

You can quickly delete a saved patient selection criteria in the Object
Explorer window under Patient Subsets.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

~Patient Subsets:
. UzerGroup * Public
_ i Safety ;I

Digbetic Hx OR elevated Lab Glucoze v
Discontinued patients on Active Drug w
Elewated Cholesteral patients

Elevated baseline SGOT

v Patiert with specified AEs

-
Froperties

3. Then click Remove. You are prompted “Are you sure you want to
delete the object?” and click Yes.

Review x|

& Are you sure you want to delete selected object?

o |

The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘UserGroup’ or ‘Public’

objects equally.
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Reaview Patient Data

Data Browser 73
Opening the Data Browser 74
Expand spreadsheet columns 74
Sort columns 75
Browse patient data 76
View Audit 78
Horizontal data display 79
Graph format display 80
View Data Browser 82

Notes Browser 83
Store patient notes 83
Add note from Data Browser 83
Add note from output window 87
Locate patient note 88
Edit note in Notes Browser 90
Add response in Notes Browser 92
View Log 93
View Delete 93
User defined notes reports 94

Multiple-patient mode 95
Freezing acase 95

Export and Print listings and panel views 98
Export a data browser spreadsheet 98
Print Preview 98




Exploring data 99
Changing the patient selection criteria
Patient Identification 100
CrossTab Browser results 101
Discrepancy reports 102
Detail Data Listing reports 102
Scatter plot graphs 102

Exploring data 99
Closing a panel view 102
Closing the Data Browser window 102
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Data Browsar

Subset patients

The Data Browser presents a list of patients who meet the current patient
selection criteria. It provides the user with the ability to look at data for
an individual patient. After building the patient selection criteria, you
can quickly view a detailed list of the selected patients by using the Data
Browser. If you do not define a patient selection criteria then by default
all available patients in the database will display.

£ Patient Selection Criteria [dbfarm1:ctdr] (192.168.1.27:22300)

Parels: Functions: Operator
Dosage ~ actual vlue -5
Demoaragphy d ralue .
inal =
Lal Chemisiry Date of Dizcontinuation =
::EE Eelms:tnllljg'y' Adverse Events? B =
abr Urinalysis :
C itart Mecds? =
Adverse Events b _Dncnm _a o E_S . b > ——— =
<l | 3 ||@ IE] s misshatiL) . ™
Walug
I’ Updsate Browsers ][ ADD expression ] ’ Display Stats ]bi&play Valuesl ftem Compate
AnciCr Selection Criteria (Text) Selection Criteria (SGL)
[Firial Completed Evalustion? =2 [T&.COMPLETE =2 |
|:| Exclude patients meeting criteria? |:| Append to criteria? ‘
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Opening the Data Browser
Click @ in the toolbar or from the Browse menu, select Data.

JReview opens a new window that displays a list of patients who meet
the current patient selection criteria.

Data Browser - 150 cases selected

Study < PT © N O | SEX O | RAEQ | AE O Cusbom DCHM{CQuestion Groups:
4 White A | Custom DCMQuestion Groups not available
1102 Hispanic 3
1103 086 Male White a7
1104 066 Male white 28
1105 0&6 rale Hisparnic 28
1106 086 Male white )
1107 nes Male White 5 S 1>
1105 056 Male WhitE 43 DCM,I'QLIESHDH GI’DUDS
1109 066 Male white 0
1111 086 Male White 23 AE Cases (AERS) -
1112 086 Male White 2z AE Events (AERS)
1113 056 Male white 19 Adverse Everts 0
KAZO0L$CURRENT 1114 056 Male white 38 g || Concomitant Medication
— SASReqistration
£ | 2 DISCREPANCY_ENTRIES
’Prev CASE] [Next CASE l I+ Trannrkadsol b

JReview displays the number of cases selected before the list of patients.
When Oracle Clinical data is the primary source the key clinical
information for each patient, such as case 1D, sex, age, treatment group,
other, are also displayed and are custom-configurable through

Review Admin.

When studies are pure SAS datasets there is a study level override in
Review Admin to support study level configuration override for the Data
Browser patient list from SAS dataset.

Expand spreadsheet columns

When JReview displays multiple observations in the panel view
spreadsheet, each column is automatically sized to a fixed width size.
You can expand or contract the columns in the spreadsheet just as you
would in any window’s spreadsheet program.

Click and drag the cursor on the line between the column heading tabs to
the width desired.
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Sort columns

You may select and sort any column in the main Data Browser window
where the column header contains the corresponding symbol next to the
description. The Sort Columns is only enabled and allowed when there
is no patient selection criteria or select patients applied. The
corresponding sort symbol is designed not to display when a selection
criteria is applied.

Simply click on the column symbol to change from descending,
ascending or return to original display sort.

| Study PID € AGE O SEX O RACE O

Click on the column symbol and the green up triangle changes the
selected column sort to ascending order.

Data Browser - 196 cases selected (=] |&|
Study & PID & AGE & SEx O RACE O Custom Panels:

Kaz01 2010565103 |17 Male W hite || Custom Panels nat avail.

kazol 2010154106 |18 IMale White 3

kaz201 2010565110 |18 IMale White

kKaz01 2010657114 |18 Female Hispanic

kazi1 2010661110 |18 Male Black,

kazol 20106861123 |18 IMale White

kaz201 2010303103 |19 IMale White 4 ||

kazil 2010565121 [19 Male Wehite B -

kaz01 2010661113 [19 Male Wihite Panels

kaz01 2010861121 |19 IMale White AE Existence Matrix A

Kazol 2010184109 |20 Female wirhite AF Existence Matrix =

Kazil 2010565102 |20 Female White &E Irnport2

kazi1 2010632124 |20 Male White AE IrnportSQL

kaz201 2010565129 |21 IMale White AE Incidence

Kaz01 2010661119 |21 Male wihite * || Adverse Events hat

[F‘rev CP.SE] ’Next CF\SE] < —
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Click on the column symbol and the red down triangle changes the
selected column sort to descending order.

Data Browser - 196 cases selecte

Study & PID & AGE W SEx O RACE O Custam Panels:
Kazol 2010303109 |80 rale ihite # || Custom Panels not avail
Kaz01 2010565116 (30 Male it 3
kaz201 2010565106 77 Male i'hite
kaz201 2010565123 76 Female i'hike
kaz01 2010565208 76 rale ihite
Kaz01 2010657204 |74 Male it
kaz201 2010646102 73 Male i'hite £ | | >
Kaz201 2010303205 |72 Male it — —
Ka201 2010565206 |72 Male it Panels
k201 2010632115 (72 Male ithite AE Existence Matrixz  #
kaz201 2010657106 (72 Male Hispanic AF Existence Matrix 1
kaz201 2010657207 [F0 Fermale ihite AE Irnport2
kaz01 2010661109 70 rale ihite AE IrnportS0L
Kaz01 2010565125 |69 Male it AE Incidence
KAzl 2010565207 |69 Male 'hite ¥ | Adverse Events hd
’F‘rev C.D.SE] [Next CASE ] 4 I

Browse patient data

To view individual patient data as follows:

1.

Select an individual patient to view their patient data.

2. Select the panels that you are interested in reviewing.
3.
4

. Click anywhere in the row of the patient of interest. You can use Prev

Position and size the panel view windows.

CASE or Next CASE to view data for the next or previous patient.

Each time another patient is selected, each open panel view window is
updated to reflect the data for the currently selected patient.

If the ‘Freeze Case/ Case Frozen’ function is toggled to Case Frozen,
the panel view window displayed remains displayed(frozen) with the
patient data they were frozen with.

A Case Frozen Panel View is a static Panel View, even as you select
other patients that will update in only Freeze Case Panel Views. When
tags are on, the tags column updates with the Panel Detail Data View,
reflecting the tags for the currently selected patient.
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You can select several panels from the list of available panels in the
protocol. Each panel selected displays a new window with a spreadsheet
containing descriptions and data for the selected patient.

If the panel displayed contains multiple observations, all observations for
this patient are displayed in the spreadsheet.

The default vertical panel displays for the data ordered by the Visit Date.

’J Data Browser - 150 cazes selected I ol

[-]Lab Chemistry [KA 201 SCURRENT:320... |- 0O

¥

[Recovered

) Intercurent Tiness
(3 "
Tags imm} Add Discrepancy I Add Mok l 575 | |Frowsps Case -\f.k:[,“..'_l!'l..ma'r(f

Note: The Data Browser display cannot be saved as an Output Specification.
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View Audit

You may view select Data Audit information as follows:

1. Select a patient.

2. Select a panel.

3. Select a visit.
4. Click on the Audit Trail button.

Adverse Events [KA201SCURRENT: 1106:066]

b

reeze Case

Moderate

MoChange

MNoZhange

fed

Mone

19910920

19910908

Mok Related

Highly Probable

Recovered

Recovered

ERCISION OF BCC FROM BACK

BURMIMNG WITH APPLICATION OF STUDY DRLUG

BODY: Surgery

SKIN:Burning sensation skin

Other

ADR

199105920

19910901

a

7

1]

7

Add Discrepancy |[ add Mote ][ Audit Trail J
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12-0CT-00 [0 ] 12-0CT-00 P
d | 12-0CT-00 | ADR ] 12-0CT-00
F coded N 12-0CT-00 [0 MO 12-0CT-00
=in. 12-0CT-00 |[NoChange  [NMN 12-0CT-00
: . 12-0CT-00 | 19910908 ] 12-0CT-00
Time: 1Z2-0CT-00 ] 2200 12-0CT-00
tesity 12-0CT-00 | Moderate M 12-0CT-00
(12-0CT-00| R 12-0CT-00 |
12-0CT-00 | 19910901 ] 12-0CT-00
1Z2-0CT-00 | [Tr] 07:00 12-0CT-00
12-0CT-00 |Recovered (MM | | | | 12-0CT-00
| 12-0CT-00 NN 12-0CT-00
12-0CT-00 | Highly Probabile | NNN 12-0CT-00
1Z-0CT-00 ] 12-0CT-00
120 T-00 | None N 12-0CT-00 v |
1] | [

Horizontal data display

Optional horizontal panel display of the data is supported within
ReviewAdmin by a configuration option.

EdDemography [KAZ01:2010184101:22]

(=13

[Frotocel. Wk Mo, [ViskDate  Visklsbel  [Age  ChidbearngPotential  (Date of bith  |Evalisbity otBaselne  [Race  [Sex
|

01 [v [15-20-1991 [BASELINE |22 |29-M-1969 |1 White [ Mae

Case | Add Discrepancy Add Note

Data sorting by selecting a column is supported for horizontally
displayed panels only.

[l Lab Chemistry [KA201:2010184101:22]

SEX

Protocol  |Visitho, | |VisktDate  [Visitisbel ~ [Albumn [Alkaline Phosphatase[ | Creatinine  [Blirubin, total (Ui Acd

201 [1 [15-30-1991 |BASELINE  [4.5 115 [11 [4 |8.2
201 |4 |12-AU5-1991 DAY 29 4.9 1o |1 |.6 |8.5
£l [ ¥

[Freeze Case | | Add Discrepancy | | Addbote |

DataBrowser 79



Simply click on the column symbol to change the column sort order.

[ Lab Chemistry [KA201:2010184101:22]

Protocol © |ViskNo. - WistDate © ViskLabel ~ |Albumin Mnnwhm—'awn Bilirubin, total ~ Uric Ackd

0 14 [1z-AUG-1991 (DAY 29 [4.9 [110 S |85
201 1 [15-J0L-1991 [BASELINE 4.5 [115 ,|.1 |4 [8.2 [
1] | I

lFreezéCSsei[ Add Discrepancy |[ Add Note ]

Graph format display

You can view a graph representation of the data from panels collected as
multiple visits or observations with numeric data. Initially when you
open a panel the default display is the table format

If you click the graph icon, the data is converted to a graph format.

Efficacy Evaluation [KA2015CURRENT:4101:018]
L

Climical Study kaz01 kaz01 Kaz01 KAZ01 kaZ01 kaz201
DM Subsek Murber 1 1 1 1 1 1
Dacument Mumber 01249901 |D1z250001 |D1250101 |D1250201 |D1250301 (D1250401
Investigator 015 015 o1s o018 018 018
Fatient 4101 4101 4101 4101 4101 4101

CPE MName EASELINE |Da&Y 8 D&Y 15 DAY 22 DAY 29 DAY 43 -
DiCM Dake 19910715 [19910722 [19910729 |19910806 199105812 | 19910826
D2 Tirne

Repeat # 1 1 1 1 1 1

Actual Event 1 2z 3 4 5 &

isik 1 2 &

Lab

Erythema i 1 1 1 1 1

Pruritis 3 1 1 1 1 2

scaling 1 1 1 1 1 1

Yesicule 0 0 i} i i i

Edema 0 0 i} i i i

Exudate 0 0 i} 0 0 0

Maceration u] u] u] 1 1 1

Papules 0 0 i} i i i -

EFreeze Caseé

add Discrepancy Add Moke
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The graph displays as a Trend Plot with the patient’s minimum and
maximum values listed in the first column. Click the table icon to switch
the display back to the spreadsheet format.

Efficacy Evaluation [KA201 SCURRENT:4101:018]

g

[(=1[E

Climical Study

kaz01 kaz01 kaz01 kaz01 kaz01 kEaz01
DCM Subset Mumber 1 1 1 1 1 1
Dacumnent Mumber 01249901 |DI1250001 (01250101 D1250201 |D1250301 |D1250401
Investigakar 018 015 018 015 018 015
Patienk 4101 4101 4101 4101 4101 4101
CPE Marne BASELIME |DaY 3 DAY 15 Day 22 DAY 29 DAY 43 -
DCM Date 12910715 |19910722 |19910729 19910806 | 199108312 |19910826
DiCM Time:
Repeat # 1 1 1 1 1 1
Actual Event 1 2 3 4 5 [
Wisik 1 2 3 4 ] -]
Lab
Erythema 2.0
i !
1.0 - = o a
Pruritis 3.0
2.0 I\\
1.0
scaling
1.0
Wesicule
0.0
Edema
0.0 = o o o =
]
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View Data Browser

You may optionally replace the Object Explorer left window pane to view
the Data Browser when viewing open reports, graphs, crosstabs, etc.
Simply click on the View in the Menu bar, select Left Pane as Data
Browser.

Format  Browse Window  Advanced
v Toolbar f @ 5

¢ Dashboard

t v Show Default Profile

Default Profile
1 Dasbhoard Mode [ AFRSE
CObjectExplarer
f [0 SQL details ® Data Browser

DG

b
r

The left window pane is replaced with the Data Browser.

Fla Edt Wew Format Erowss ‘Window Advanced  Help

NP i v Y SERSBrre@R @

Edata Brawser - 196 cases ... [5€] N B Patient Selection Criteria - All Patients (196)

M Oumshion Groups uastions Fursctions Cipr ok 0
Cusshoen DCMiCuestion Grougrs: 4 RERZDAA -
Custom DCMIussstion Groups not vl : fs
+ CONMED
¥ SATR Ry sl
# SystemT ables
] T— ad o
£ »
Wighpn
Dipdyy Stats | (Demplay Vakies
A e Selaction Criverky (Test) Seldection Criberia (F0L)
< >
DU SN GRS [ E:chude pakints mesting crteria? [ Append bo eriberia?
W AE -
+ CONMED
| AR apisr alion
+ SystemT sbles
+ it adS0L
+ DEMOGHAPHY
+ DOSAGE
+ EVAL
+ FINAL
+ Phvck
% LAB_CHEM
# LAD HEM
+ LAB_LUREN
% LABDATA
+ MEDHIST b
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Notes Browser

Sore patient notes

You can store and retrieve patient level notes observed during data
review within the Notes Browser. For example, you may need to save a
patient note to validate data information for future reference. A separate
response may be added later by the note author or another user. The
notes can be stored at Object Storage Levels as Private, UserGroup and
Public. The author of the note has sole security to edit or remove the
note(s), unless the individual has SuperUser privileges. The same
restrictions apply to the user entering a response as the author to edit or
remove the response. (See Chapter 12: Advanced Topics: SuperUser
Privileges)

Add note from Data Browser

You add a patient note from the Data Browser by selecting a patient and a
specific panel then adding the note. The note may be added at the
patient, panel, visit or item level.

1. Click @ | or from the Browse menu, select Data.
2. Select a patient to highlight in the Data Browser.

3. Select the panel that you are interested in reviewing.

[&]Data Browser - 8 cases selected Ll E|f‘5_(|
IStudv PIC INYESTIGAT... SEX RACE Custom Panelss:
HA 201 2010305202 (030 Fernale White custormn Panelss not available
IKAQD1 2010563130 (056 Female White
IKA2E|1 2010632103 hlzle: White
II»(A2E|1 2010632104 hlzle White
IKA201 2010646110 tlzle White
dale White:
Panels
KE nemwy test v

LAB_CHEM (A5 0
LAE_CHEM (A5
Lak Chemistry B

gk Hem: oy
< | 2| Lak Urinalysis b’
I[ Prev CASE] ’Nex‘t CASEI £ | »
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4. Click on an item cell within a visit data column. You may not click on a
header cell item.

£ Warning

& You must selectk a single cell befare wou can add a noke,

EZLab Hematology [KA201:2010657201:065] [_ |[8]fX]

[

Pat ID 2010857201 | 2010657201

Wizt Mo, 1 4

Wizt Date 24-ZEP-1991 | 21-0CT-1991

Wizit Lakbel BASELIME DAY 29

Protocal 201 201

Investigstar 0E= 055

Pat. Mo. 20 7201

MELTFORNI, BSnas E

Lymphocytes 25 38

Monocytes 3 4 I

Eosinophils 2 3

Ba=ophilz i] 2

Hematocrit .7 5158

Hermoglakit 171 1649

Platelet Count 227000 233000

Red Cell Court SR 5E

White Cell Count MSi

Differential Count E‘
Freeze Case Add Mote

5. Click Add Note. The Add Note window opens.
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£ hdd Note

The Note Level details display for the selected data column which are
later displayed in the Notes Browser spreadsheet after the note is saved.
Your note level selection determines if minimal note level details or all
note level details are displayed after the note is saved.

When you selected and highlighted the data item for WBC the Note
Level is entered as “Item”, then all note level details for patient, panel,
visit and item are displayed in the Notes Browser spreadsheet.

For example, if your note content is general to the patient or panel type
you would select patient or panel level. The columns for visit and item
would display as blank in the Notes Browser spreadsheet. Item level
displays the most detail in the Notes Browser spreadsheet.

Mote Level

(:} Panel: Lab Hemstology
() Visit: 24-SEP-1931, dhate: 24-5EP-1931

(%) ltem; White Cell Court, 14.4

Miote

Access Level

Private w |

User groups

==1Click here to refreshl==
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6. Enter the Note text. Click the cursor in the Note box to enter up to
2000 characters.

£ fpdd Mote

Mote Lewvel Access Level

Pubilic:

) Patient: 2010657201
Uszer groups

() Panel: Lak Hematalogy ==Click here to refreshls=
'C) Visit: 24-SEP-1991 , date; 24-SEP-1991

(%) ttem: White Cell Count, 14.4

Mote

Patient has elewated WBC and no Adverse Event was reported. Call Inv site
to confirm.

7. Select the Note Level to apply the note at either Patient, Panel, Visit or
Item level.

8. Select Note Access Level for viewing access as Private, UserGroup or
Public. Click Add to save the note.

£ Warning

& Mote Saved Successfully
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Add note from output window

The ‘Add Notes’ icon is available in certain output displays in the results
tool bar. You may apply patient notes from the following Browser output
windows:

* Report Browser - Detail Data Listing and Patient Visit Data Report
types display the Add Note icon in the result tool bar. Click on a
patient row to highlight the patient, then click on the Add Note icon.

* Patient Profile Browser - displays the Add Note icon in the patient
profile output display. Simply click on the Add Note icon in the tool
bar.

* Graph Browser - Scatter Plots display the Add Note icon in the tool
bar. Click on a data point in the graph to highlight the patient, then
click on the Add Note icon.

The Notes Browser window opens where you would click the Add Note
button. The Add Note window opens to add the patient note details.

I Hotes Browser

T Jl  Refesh || Ceawsort || ewiog || tewDelsted |#
sudy D [Pavent| Level | Panel [vstoste| e [ nem [ reteTen aithor | Resporse | author [access ... mote Date[Respon... |
ﬂea_sn;\"f;"t_w"u"r:'
tete Resporse
e
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Locate patient note

To view patient note details, use the scroll bar and select a patient to
display the Note text. If the patient has multiple notes, you may need to
select the specific note.

Use the Filter and Sort buttons to assist in locating patient notes.

Filter ][ Refresh ][ Clear Sort ][ View Log ][ View Deleted ]

1. Click on a column header, to initiate multi-level (up to 3 levels) of
column sorting for ascending or descending order. Simply click on the
column arrow to reverse the sort order.

Sort on dates, numeric data, PatientID, panel description, Visit, Item,
Note Text, Author, and more.
2. Use the Refresh and Clear Sort buttons to return to the initial notes
list.
StwdylD | PatentiD | Leve | Panelw | VistDate Visit Ttem Note Text

2001 3202 Ttem LabHematol... 19910905 |5 White Cel C... Patient has elevated WEC...
2001 7201 Ttem lLab Hematol... [19910924 1 \White Cell C... Patient has elevated WBC...
2001 3102 Ttem [KAZ01.LABS.., LABVAL:265... Patient has several elevat...
2001 3110 Ttem KA201LABS... LABVAL: 170... Patient has several elevat...
2001 7112 Visit [Efficacy Eva... | 19920323 2 E Visit level note visbility to ...
2001 11101 Ttem [Demography 19910812 0 \AGE: 32 this is & test saved to UG ...
2001 7112 Panel |Concomitant... f Panel level note visibiity t...
2001 (G102 Item jAdverse Ev... |19910805 |1 |SECODE:BO... Patietn had dental surgery.
2001 112 Item [Adverse Ev... 15920316 |1 AE coded:B... [tem level note visbilty to...
2001 12 Ttem IAdverse Ev... 19920316 |1 AE coded:B... ltem level note set to public
2001 1102 Patient # | : form pat profile add note

2001 5114 _Pafient £ | . i3 (Check elevated Glucose v...
2001 7112 Paient # | : atient level not visibiity t...

3. When you click on the Filter button, the individual data columns
display Filter headers. The Notes Browser tool bar changes to display
these additional button features.

Search Noke ][ Search Resp... “_ Hide Filter ][ Refresh “ Clear Sort ]

Use the Hide Filter and Refresh buttons to return to the initial notes list.
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4. Select and click on a particular column filter. A drop down list
displays for the selected data column item where you select the
preferred filter option.

Search Note

”I-l:ieFItulJ

~hwhite caC.. 'mmrmmmw&c

[Patient has several elevat... [0PS$1L
sted

VistDate | Vist eoded:BOD Mote Text Author
19910812 0 (GE:S2  Ihisisatestsaved o UG ... |
LABVAL: 170. 2form pat profile add note jaad r
LABVAL:265. HPatient has several elevat... Patie

5. You may search on either a “Search Response” or “Search Note”.
Double click in the Note, or Response Text box and enter your text

search.
StdyID  PatientDd | Level panel VistDate  Visit Ttem NouText)/
-Fiter ~ i
Study ID Patient ID Level Panel Visit Date Visit Item | Mote Text =
2001 1101 Item Demography 19910812 ] \AGE:32 [this is & test saved to UG ...
2001 1102 Patient = B form pat profie add note
2001 3102 Ttem KAZOL.LABS... LAB'ML 265... [Patient has several elevat...
2001 3110 |Item KA0LLABS... | LABVAL:170... |Patient has several elevat...
2001 3202 |item Lab Hematol... 19910905 |5 White Cell C... |Pabient has elevated WBC...
2001 5114 Patient # : (Check elevated Gucose v
2001 6102 Ttem \Adverse Ev... 19910805 |1 SECODE:BO... |Patietn had dental surgery.
2001 7112 Patient £ : Patient level not visibiity t...
2001 7112 Panel ‘Concomitant. .. Panel level note visibiity ...
2001 7112 Visit Efficacy Eva... 19920323 2 : Visit level note visibility to ...
2001 7112 Ttem \Adverse Ev... |19920316 |1 AE coded:B... |Ttem level note visibility to...
2001 7112 Ttem \Adverse Ev... 19920316 |1 AE coded:B... |Item level note set to public
2001 7201 Ttem Lab Hematol... 19910924 |1 'White Cell C.... [Patient has elevated WEC...
6. Then click the corresponding Search Note or Search Response button.
Search Response ]I Search Note F I[
Study ID PatientlD | Level Panel Visit Date Visit tem MNote Text /
or— iher—- ~—Fiter—- / |
Study ID Patient ID Level Panel Visit Date Vist | Iem Note Text ~
2001 3202 Ttem Lab Hematol... (19910905 5 [White Cell C... Patient has elevated WEC...
2001 7201 Ttem Lab Hematol... (19910924 |1 [White Cell C... Patient has elevated WEC...
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Edit note in Notes Browser

An existing note may be edited by the author directly to the Notes
Browser at the patient level.

1. Click ‘ - , or from the Browse menu, select Notes.

The Notes Browser window opens. All patients with saved notes are
listed. You may enter a patient selection criteria to list specific patients.

2. Select and highlight the patient in the patient list.

3. Optionally select Edit Note or Remove Note. You cannot edit or
remove a note if you are not the author.

The patient note information is displayed for the selected patient. The
Edit Note and Remove Note buttons are available.

4. Click the cursor in the Note box to enter up to 2000 characters of text.
The Note box is now unshaded and active. If you edit the patient note,
the Edit Note button status changes to Save Note.

5. You must enter a Reason for Change everytime an edit or deletion is
performed on a patient’s note.

I botes Browser

|_ Bl || apbeh l Oewrfort | e L | iew Die e ]
Syl | patenm | e | P | vetes | e | mes | o Tl | mmer | Resgrne | damer | Acoeislewel | totsOute | Response 0.
21 w1 e Demograory  |WFI0812 ] AR XE e 0 ieH saved i L . OPSREREN inerlroe  OFMAR-1)
2001 7 Patet # | | | o pat profle acd e OPSSGLESTE s resporen jmie chin.., CPSGLESTE Puie |zcecu pims
2004 3501 Tem WEALZ0 £ LA, LTI 05, Pasent has prversl slevah . OPSEACNG  Pabent teiarg Maorowm  CPSRLONG  Publc TR 2 HAE-1)
2 ) i a [T e L]
2001 a0 ) AswreEy... [a0es | SECOOE-P0... Patets hadidents mugery, CPSSAEST] Paterd cepirtrdvicy.  OPLEAEST? Puc
o) TTTT] :pnm " :Pa.ur{ln-wrul\.m: :mm.ﬁ.'l;' n.ur
w1 LLTEH] Pared Cariamta [Paned vl st bty 1. EPSIGLEST 18 Tem peswmman EPLERESTT Pubde
2001 il o By B PG 3 it v rotr ety B OFSEGLESTID) Pubie
007 738 :"n :M.mu.. :'.N:mlr. It :a.rn.p::... ::-m-n.nm:-urhr,u-: P EATETE | | Pudic
201 7112 e T A cded ... D el naite Ve W CPSRAESTID Pubic I
2081 1 P Wb resail [mas2a white Gl €. [Pamest s clevatod WBC_ PSR ESTY OREAETS bk OeC.  TroEcan
Faason for Charge:
et Resporad
Facieat has several elevated 30F values and seeds follewup. Fatient on HO concmeds.
Bdtn.. | o bty ||
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6. Click Save Note. The note is saved at the “Patient” level in the Notes
Browser. If you click Cancel before clicking the Save Note button then

the note is not added.

The Note box becomes shaded or inactive after clicking Save Note and
the button status changes to Edit Note. You may select another patient
or continue with the same patient.

Only the author of the note may edit or remove the note.

2 Warning

& JReview Server Error: You are not the authar of this Mote

7. In the row for the selected patient, the author may change the note
Access Level. Click on the patient row for Access Level, to display the
drop down list for Private, UserGroup or Public.

¢ Hotes Browser

| searchhote || SewchRew.. ||  mdeFker || Refresh || Clesrset |
Nobe Tt Augthor Responss BPashar Acoes.,.  Note ... | Rempo..

Study[d | Patien...  Level Paned Vst D... Wikt Them

M\'.HQI.;J Mote Dt |Ruspces...|
e a0

MoteTest | author | Resporse |

1 T2
2001 Tz Pandl Concomk..| ] _. Paretl vl nade V... CPSEG... | Pk
01 112 Vet Efficscy ... 19920223 2 3 Vs kel ok visd, . OPSRGL... | Public

2001 iz e \adverss .. (AE coded. . Thes el ricke visi
g 1 White Ce_ ., Patiert has slevat. .

Patierk, Id Parel Wik Date Trem Mame
Hobe: Mobes:
Patient has elevated WBC and no kdverse Fvent was
reported. Confirm with Imv site. Check Medical hx.
Edt Mot [ Brermave fiots | Edk Response |

8. The Note Author may select a patient note and click Remove Note.
Close the Notes Browser window.
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91



Add response in Notes Browser

A response may be entered by the author of the note or another user with
access. Only the author of the response may edit or remove the response
after the response has been saved.

1. Click Edit Response. The Response box is now unshaded and active.

2. Click the cursor in the Response box to enter up to 2000 characters.

I Hotes Browser
'm i
Fie | meber | Cewset || wewlen || vewDoksws ||
SAdyD | PaseriD | devd | Fanel | VouDaie | Wen | Pem | Hoode Texi | e | Fiegonse Sar | Aocessievel | HobeDake |SesporseC...
ECT _L:ﬁl _'. _Drf-aoqam _:mam ] [~ 35 B o & best e 18 UG .. _wsnlsau | | [T T R |
2001 13 Patert 8 | | | 3 torm pat rodie sidnote  (OPSHGUISTR | add remponee e dhan.., (OPSIGUEETH Publlc GO0C-11 EiHA-L
201 amr e e | | LABMLDS,  Patertbn sty Seval . CPSLLOND  Paberd hing Migrodyn  CPISLOMG bl L ]
00 353 Tiem FADD | LB LA S0, Fatert Fa seor ol sievat, ALONG  Fubent on b0l conomeds.  IOPSALOMG  Public e T3-HAR-5)
20 ¥k e Cell C T 3 Public
201 S Panen bl
2001 T Toeen Acverpe Cv... [1FO00805 |1 [CFSHGESTT Paflent completed shudy,  OPSIARTTT Pubkc DLl aeen
2001 rar Parert | | | ] Paernleel ol vty L. OPSEGUEST 10 | Fuibhs (-0 |
0 Lkt Panal Concomitand. .| | I [Pl lerweld rade vablity 1. OFREGLEST 30 Test parmmmon OPSEARSTY  Publc JORCN-W HZ-RL-R
31 it ) _Elluq-l:u. _Jmm ] | 2 _vn(rvﬂmx .ﬂ{\'b....d‘mllj_ .n:i-. .n'ucn 0
20 1 G EH T Adverse B4, 19520116 1 AE cndecll. . e e rolte valdty 19, OPREREST Y FPrubls 110
2001 iz Do |cdverme Ev... [1WCONE 1 A codehl . e el rode oet b bl OFREGUESTE | | Ptk Ry |
2001 i e Lab vemuiol,.. | 15510524 i ‘Wiwie Cell C.... Parbert bas cheviied WO, . DPSIGLESTS PSIGUESTS Fublic 20EC-30  [IDEC-i0
Boasen for Change
Followop to site
rcee Remporas
Fatient Bas elevated WBC and BO AL reported. Contact Imv mite. Jice pesding mirsing AL,
A | Remree Mote || SeveResorse | Cancel

3. You must enter a Reason for Change everytime an edit or deletion is
performed on a patient’s note.

4. Click Save Response. The response is saved at the same note level and
access level as the original note. If you click Cancel before clicking the
Save Response button then the response is not added.

The Response box becomes shaded or inactive after clicking Save
Response and the button status changes to Edit Response.

5. If you need to delete or remove the response and you are the author;
click Edit Response, edit or delete the text, enter a reason; then click
Save Response.

6. Close the Notes Browser window.
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View Log

Whenever updating or deleting patient notes a transaction is stored in a
companion 'Audit' table for Patient Notes. You may view the Full
auditing of patient notes in a transaction log available from the Notes
Browser

The information included everytime an edit or deletion is performed on a
note is the type of change, reason and date of change.

Select a single patient row in the Notes Browser and click View Log.

Filter ][ Refresh ][ Clear Sort ][ View Log ][ View Deleted ]

gy D Pafert M Moir Text Aaltor Croate Dofe Mole Charg...  Besporee At Eesporme 0...  Accesslaeesl Lty Croug Charge Tyee  Rmason Chargr Catr
B Lz Formpatproll,, CFHIGUETTR  L3DEC-LL (WIOEC-IE ledresonsel.. CPGIGUESTY  DIMAACL)  Pubkc Change Aaces.. oraR-1
o 13 form pal profl. .. PLROLESTY  SDECA11  |[3OBC-LL i resporel... DPSIGLEST) DOl ke Rpdate e .. eaperat added 0188111

The View Delete log will always show all deleted records. Once a record
is deleted it will not be displayed in the Notes browser, so the only way
to see previously deleted records, click View Deleted.

Shudy D) Pusent I tote Teut e CresteDate  Siole Crang...  Femonse huffer Resporme .. Movemlevel  lser G ChargeTime  Besson Charge Clate
a1 1301 Second Teili., CPCOEIOEN  OHMAR-LY [OEMAR-LY b Grp  [BaecChwcsk  [DEWTED Nt b e [FAMARL-LY
001 |53 pot profie addl, COFSRGESTR LOOEC-11  (OOCC-LL eddoeporee|  OFSGAESTR  JOHMAR-LT  Fubk | =T Deeted O3MAR-11
00 [ ot aekied .., CFRAGUESTS  ORMAR-LL  OHMMR-IE | | Fubl | R Forason for ... 07 MR-E1
Lt [Bazr ote aebded W, OPLRLETTY  OROEC-iL  (ROECLE | [ Fubde: | |eETED [ AR
001 JLit2; roir fomgrs.. CPSEABSTY  L20EC-1L CoEcan | Publc | pasTn Dwirted o1 MAA-L1
2001 [max R CFRIGETTH  LIMME-1D  (LEMMA-L]  [Theiemsagel., OFSEAESTS | LIMAR-ID  Fublc | e Dieing (a3 MR-
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User defined notes reports

The Notes Browser spreadsheet can be exported, or copied to clipboard
with the same features as a report.

Additional supplemental reports may be defined using patient selection
criteria and filtering against Review Admin tables to support the Notes
Browser. In some circumstances it may be necessary to register Foreign
panels (Patient Notes) from Review Admin tables and then define Join
Logic. (See Chapter 12: Advanced Topics - Define Join Logic)

After the Foreign panels are made available in JReview and the Join
Logic is saved, then users may define and apply patient selection criteria,
user defined reports and output filters to the data fields in the Notes
Browser.

B Define Join Logic

DCM/Question DCH /Question
= REVIEWADMIN 4 <ALL PATIENT PANELS: "JO]S I
Patient Motesz “JOIN ! ! Adverzs Events
Defined JOIM =l
Patient Reviews (details) a: himigHedD:l:i AE Cases [AERS) Update I
Patisrt Feview Latest Dates i === 0N iy the AE Events [AERS)
REVIEWADMIN.OBJECTBL description Cancomitant Medicaban e l
AEVIEWADMIN.OBJECTCA o Demography i =
< I o[ 1] | il
T Cancel
Questions: Bueshons:
ACCESSLEVEL ~ Accessble TS | — Object Star
AUTHOR Joins to > Actuial E vent i
CREATEDATE Clinical Study r
ITEMNAME Jom Opetator Mame -~
ITEMVALUE Diata Lock Flag
MODDATE DCM Date o
NOTE 5 DCM Mame
MNOTELEVEL s [CM Subszet Mame
PANEL i DCM Subset Musmbes Global Jain Define?
PATIEMNTID w = DCM Tiene v
< . » < > r
Curent logic to join Pansl & to Panel B Add Expression toJoin Logic
Panel A ltem 0 perator Panel B ltem =

1 [ J<tA> PATIENTID

<HALL.PT <outer>
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Multiple-patient mode

Freezing a case

As you browse through patient data in the Data Browser, you notice that

each patient selection updates the open panel views. JReview has an

optional multiple-patient mode for the Data Browser. The multiple-

patient mode allows the review of different patient’s data at the same

time.

Each panel view has a Freeze Case button in the lower right corner.

Lah Chemistry [KAZ01:2010184111]

Yigit Mo, 1 4

Yigit Date 25-JUL-19917 | 27-ALG-1991
Wisit Lakel SCREEN DAY 29

Protein, total serum £.8 TH =
Albumin 4 4.3

Alkaline Phosphatase a4 61

Creatinine g .8

Biliruhin, total 3 T

Lric Acid 4.1 34 |
Lirea Mitrogen a 7

Calcium 86 9.4 |
Chaolesteral, total 184 177

Chlaride 107 104

Tags |
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When you click this button, the button text changes to Case Frozen.

[=]Lab Chemistry [KA201:2010184111] S [=] 3
Wigit Mo, 1 4

Visit Date 25-JUL-19917 | 27-AUG-1991
Visit Lahel SCREEM DAY 29

Protein, total serum 6.8 76 |~
Alburmin 4 43

Alkaline Phosphatase a4 61

Creatinine 8 8

Biliruhin, total 3 g

Uric Acid 41 39 I
Urea Mitrogen 8 7

Calciurm 86 5.4 |
Cholesteral, total 184 177

Chloride 107 104 E'

When the Case Frozen button is present, data in the panel view is frozen,
and will not update when you select another patient.

To freeze multiple panel views:
1. Select a patient.
2. Select a panel.
3. Click Freeze Case.

This freezes the panel view on the screen, dedicating it to the patient that
was selected at the time of freezing the case. The freezing function allows
you to display many patients with the same panel view open at the same
time, providing you with a useful comparative clinical protocols tool.
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(SR TE O (R P PR R ) WENImI =) ah Chemistry [KA202:2020646122] S [=] B3

Wisit Mo, 1 Wisit Ma.

Wisit Date 27-5EP-1941 WVisit Date 22-MOW-1531 | 18-DEC-1881

Wisit Label BASELINE Wisit Lahel BASELIME DAY 249

Pratein, total serurm 6.9 L=} | Protein, total serurm 7.1 7 =

Alburnin 4 Alburnin 4 4.1

Alkaline Phosphatase 188 Alkaline Phosphatase B G4

Creatining 1.1 Creatinine A ]

Bilirubin, total 4 Bilirukin, total T T —

Uric Acid 5.2 1 | Uric Acid B.6 74

Urea Mitrogen 12 Lrea Mitragen 13 1

Calcium ar Calzium 8.4 10

Cholesteral, total 262 Cholesterol, total 206 184

Chloride 102 "hlnrido 104 101 3
] | [

Tags | Freeze Case El Case Frnzenl

Note: A Case Frozen will not update with the selection of a new patient. A new
window is generated when you click on the panel to be displayed, and/or updates
the previously selected and open panel views not frozen.

To unfreeze a panel view, click Case Frozen.

A panel view that is not frozen will be updated when a different patient
is selected. If you have frozen a number of panel views, and would like to
unfreeze it and close them, you can close each one with or without
unfreezing them by clicking on the System menu button in the upper left
corner of each window, or you can close the Data Browser window itself
and all open panel views will be closed. If you want to update all the
frozen panel views click Case Frozen and select a new patient.

The panel view updates to the selected patient and you can proceed to
freeze that view for a new comparative exercise.

Note: If you have opened more than one panel view of the same panel, any left in
the unfrozen state become active updating panel views. You may want to
individually close all but one unfrozen panel view per panel to reduce screen
clutter and needless repetitious presentations of the same data.
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Export and Print listings and panel views

Export a data browser spreadsheet

To export the Data Browser window or data from a patient’s data panel
view in Excel, HTML format or tab delimited files:

1. Select the desired window as the active window.
2. From the File menu, select Export.

JReview displays the Save In window.

Where should we save the Data Browser - 150 cases selected file?

Save in: |@Desktop V| : ,:’"||E|

D

My Recent
Documents

J

o

Deskbop

[D Iy Documents

3 My Compuker

\-'-j Iy Mebwork Places
|5 Adabe Captivate 3

File name: | | [ Save ]

Files of type: '::-tii'it_. Rk, xls) vl Cancel

3. Open the storage location (folder).
4. Enter a File name.

5. Enter the File type.

6. Click Save.

Your patient list or panel view is exported to the currently selected disk
directory. (See Chapter 12: Advanced Topics: Export Browser Display
Spreadsheets; Copy and Paste Browser Results; Copying to Clipboard)

Print Preview

To print patients meeting the current patient selection criteria in the Data
Browser window or data from a patient’s data panel:

1. Click on the title bar of the Data Browser window or Panel window to
make it the active window.

2. Click |§ , or from the JReview File menu, select Print.
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Caution: Do not select the Internet Browser’s FILE menu Print
option. This will cause a system error.

JReview displays a screen shot of the selected active screen. You can use
the buttons to scroll through the pages of the output.

£ Grid Print/PrintPreview ;IQIEI

First

Previous

et

Last | Page Setup | PrintPage | Print&ll | Close [ Make black & white compatible?

Dara Browssr - 150 CaadE Selatoad. (Ady | RAZE1] War M, 2 FY
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Wale W
Female | &5 Wil _Iﬂ
| »

Page 1 of 4.

3. Click either PrintPage, PrintAll or Close. The PrintPage option will
print only the first page of your output. The PrintAll option will print
the entire output.

Note: Use the Convert to pure black & white? option is only applicable to
graphs where multiple colors are displayed. If your printer is non-color click this
feature for better black and white print resolution of graphs.

Exploring data

Changing the patient selection criteria

Each time you modify the patient selection criteria, the Data Browser
instantaneously provides a listing of the patient population that meet the
patient selection criteria. Using the Data Browser, you can rapidly review
all selected patient data, and compare it to data for other patients or to
CRF image sources, and note and review tagged patient data. You can
also review all data editing with audit trail access, for any data item.

All patient-level browser displays interact with the patient selection crite-
ria similarly, and update to display the patient inclusion defined in the
patient selection criteria.
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Patient | dentification

You can select and subset multiple patients from all patient level displays
of data and CrossTab result tables, to generate corresponding patient
listings in the Data Browser and Detail Data Listing Reports. This
facilitates patient identification and detailed patient data review via the
reviewing tools of the Data Browser.

Il x i
Study I PID SEX Custam Panels: !I z’] ﬁl
201 0585209 Female 2] | custom Paneis I Conpleted | Reason
e 2010565210 Female In'-a'eatigator Pat. Mo, | Sex Age AE? Study"r‘ for Dy
o S0EE2 0 [Male 0B3 21m fwlale 54 Mo |Yes
2 2010632102  Female il _’I 53 2102 Female |35 Mo |Yes
201 2010632103 |Male —I—I 063 2103 ale 42 |Wes |Yes
20 2010632104 |Wale ~Pangels ae3 2104 hiale 42 |Yes [Yes
201 2010632105 [Female Demograph/a | 063 2105 [Female |35 |Ves Ves
201 2010632108 Firal O EE Male | B3
Male: Bl - i 207 |Male |23 |ves Mo Lack of Efficac
r Lak Hetnstc = 2108 Male |36 |Yes |Yes
&v CASE | Neswt CASE | Reset Cases | Bl B 1 - T D
v ol ¥ v
at D 200632106 | 2010632106
fisit Mo 1 4 500
fizit Date 21-0CT-1991 |18-MO%-1991
fisit Label BASELIME DAY 29
ratocol 2 2m 400
westigator 063 063 z »
at. Mo. 2106 MM0E E_SDD
rotein, total serum 7.2 7 - 2 ]
dbimin 4.4 4.4 = Eiagetes
Jkaline Phosphatazs 181 185 8o » » s o
‘reatinineg a8 A 5 “ es
dliFuksin, total 5 4 = »
Iric: &cid 45 43 100 » i
Irea Mitrogen 13 15 Fy
‘alcium 95 9E 4
‘holesteral, total 185 183 1]
T 1nn ar E‘ il 100 200 300 400 00

‘ags | Freeze Case |

Glucosze (haseline)
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CrossTab Browser results

Clicking on a patient categorical count in the results CrossTab tables
updates the open patient listing in the Data Browser, and refreshes Detail
Data Listing reports (if open) to display those patients underlying the
selected patient count. This feature facilitates patient identification from

the CrossTab categorical patient counts, to the underlying patient data

via the Data Browser.

Note: The CrossTab Browser does not allow multiple protocol selection. (See
CrossTab Browser: Patient selection criteria.)

shift Table SGOT [10:

[ Data Browser - b

=181

Custom Panels:

HA201 hale Custam Panels re
o %] B4
—I —l —I HAZ201 20106832109 |Male 43
Baszeling v End-= LW RORMAL HIGH IKAED'I 010646106 |Male 36
Lo a o @ |a [raz01 2010646202 |Male 52
MORM AL 0 151 1 152 kazo 2010657102 [Male 29 |4 | _'|
HIGH a 2 |8 2201 2010661105 [Male 38| pels
Total 1] 157 3 160
Randumizatiurﬂ
Medical Histor
Previous Medi
il | —'I Cnncnmﬂarﬂ-ill
Prey CASE | Mext CASE | Reset Cases | [T
aBaseline vs En ;IEIEI' B scatter (iten =] e
o ¥ pq o ¥ p4
3807 107
»
3501 »
_ a0t »
=
£ 310 i
c ‘
=270 5 707
B Trestmert % @' Treatinerit
a0t :M“"E g A Active
# Flacebo & =0t Wriaceho
2190t
07
1501
110 10
1200 180 240 300 360 420

Cholesterol, total (baseling)

ALAT [SGPT)

0 40 80 120 160 200 240
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Discrepancy reports

You can manually browse patient data, identify discrepancies and
document your review of the study data. You can instantly create
automatic discrepancy reports based on the data value, multiple values,
or columnar data clusters that you highlight.

Detail Data Listing reports

You can click and on a patient row of interest and release. Instantly, the
open Data Browser, Scatter Plot Graphs, update to reflect the selected
patient. The selected patient will be highlighted in patient listings and
highlighted in Scatter Plot Graphs.

Scatter plot graphs

You can click and drag to outline a region on a graph. All patients within
the outlined region comprise the new patient subset. The open Data
Browser patient listing, open Detail Data Listing reports, and other open
Scatter Plot graphs update to identify and characterize the new subset of
patients.

Closing pand views and the Data Browser

Closing a panel view

If you are finished reviewing data for a particular panel, double-click on
the window's close box, as you would with any other window.

Closing the Data Browser window

If you are finished reviewing the panel view completely, double-click on
the close box of the Data Browser window. JReview closes all panel views
currently opened.
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Typesof Patient Profiles

Patient profile types

JReview users with access to Patient Profiles can select different patient
profile types to execute. In JReview, Authoring mode is required to
define and save patient profile objects at the global, project and study
levels. The following three types of patient profiles can be defined and
saved for execution in JReview.

JReview users with access to Patient Profiles can define and save the
WorkBook Profiles, Graphic Profiles and Formatted Profiles.

* Workbook Profile generate as a patient profile spreadsheet organized
by panels/questions groups or visits and the visit representation as
row or column in the spreadsheet display. The results can display and
print in single or multiple worksheet modes.

* Graphic Profile where first templates are defined and then accessed to
create graphic profiles where data is viewed in time oriented graphic
displays as duration bars, trend plots and line charts.

* Formatted Profile are the workbook profile type with applied formats
for fonts, headings, footers, page breaks and panel orientation.

In addition, users may track patient review status with the Patient
Review Tracking Tool within all the Patient Profile types.

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building patient
profiles.

Note:The current restriction is you cannot mix items from SAS
datasets and Oracle table generated panels within the same patient

profile.
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Execute patient profile

Quick execute

JReview displays a list of categorical folders for stored patient subsets
and output specifications at the selected storage location. Simply select
one of the storage locations to display it’s specific folders and contents.

Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon. JReview aids users to quickly locate and launch

these stored objects.

Cutput Specifications

Al -

| ] ALERTS
] ass

lx’ 2D barchart Item Surmmary Reason DC vs Completed
%% Chalest, Trig vs Glu by Cardio D Scatter plat

{x’ Height ws Weight by Sex page Inv Scatter plot
%" Pareta chart - Reasan For DC

%% Pie Chart AE coded vs Related by Treatment

%% Summary Graph AE coded vs Related 20 barchart
-2 [emo GPP

By warkbook PP with Critical panels - PSC Abn Labs

- B wWorkbook to Patient Track Abnormal Labs

[ Demog, Completed, AEs Listing

E% P3C not Required, Demog, AE, Final listing
E;.. PSC Required, Demog, AE, Final listing

] General

| ] Cukput Filker Examples

| ] 5A5 Program Training

] TRAINER

] Training

< >

o Order output specifications by:

(%) Typet () Description

Execuke objeck: | Rewview Output Scheduled Jobs
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Stored object specifications saved with an included patient selection
criteria in the definition will display a filter icon next to the object
description.

— If the patient selection criteria was saved as “required”, the filter
will display in the color red to indicate the selection criteria cannot
be changed.

— If a filter icon is present but is not colored red, then you can alter
and update the patient selection criteria for the opened output
specification.

-8 Demo GPP
- B wWorkboak PR with Critical panels - PSC Abn Labs
Workbool to Patient Track sbriormal Labs
(2] Demog, Completad, AES Listing
PSC nak Required, Demoag, AE, Final listing
%PSC Required, Demog, A, Final listing

Selection criteria
In JReview, you can select a previously saved Patient Subset or define
your own patient selection criteria for use in the Patient Profile Browser.
After launching the patient selection criteria, you can launch a previously
saved patient profile object created or define a patient profile in JReview
from the Patient Profile Browser.

Retrieve a stored output specification

To retrieve a saved output specification:

1. Double click to open a folder in Output Specifications.

2. Double click on the object to launch in a single step. The stored output
specification will be launched.
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Patient profilefeatures

View saved patient profile

After selecting a previously saved patient profile from the Output
Specifications window, JReview opens the Patient Profiles Browser
window which displays a list of patients who meet the patient selection
criteria, or all patients if no selection criteria was entered.

Select a patient from the list and click Create Profile. Only one patient
profile can be open at a time and gives a specific stored /required patient
selection criteria warning. A warning dialog will be present when trying
to open a new Patient Profile if a Snapshot/Frozen or “Req’d PSC” for a
Patient Profile is open. The user must close such Patient Profile before a
new one can be opened.

[E] Patient Profiles Browser - Subset of patients

e ¥
[createprofic...|  |DefeMatix..|  [PatentReview: OFF | [ Data Type Review: OFF | | : View Pabent Log
PT O O STUDY O Nat Defined
1 Mot Retrieved -~
1108 =3 KAZ01 Mot Retneved |
2113 jos3 Kaz01 ot Retieved
2123 lo&3 KAZO1 ot Retreved
2210 los3 Kaz01 Mot Retreved
3104 1030 KAz01 ot Retieved
3109 1030 Kaz01 ot Retreved
3111 lo30 Kaz01 Mot Retreved
304 030 ¥az01 ot Retreved |
3205 loso KAz01 Mot Retrieved |
4114 o =0 [Pt Retrived |
4708 ] KAZD1 ot Retrieved |
5118 3 KA201 Mot Retrieved
5120 =3 KAZO01 ot Retrieved
._-_.: s Sasna T r—— »

Define patient profile matrix

Visit numbers for patient related panels found in the database, can be
retrieved for display after you Define Matrix. This feature supports a
way to track individual patient study status by visit. The visits are not
required to display when you select a patient to view their patient
profile. All patient related panels and included items are listed, not
foreign panels or pivot panels.

108 Chapter 4: Patient Profiles



When the Patient Profiles Browser window initially opens, the patient
visit information is not yet retrieved until you define the patient profile
matrix. Define Matrix is optional, and not required to select a patient for
Create Profile. The patients listed display a message stating ‘Not
Retrieved’. This allows for faster retrieval of detailed patient visit
information and lets you select the patients and visits you want to view.

1. Click Define Matrix.
2. Use the Add Panels and Remove Panels buttons to select panels.
3. Click OK.

Patient Profile Matrix

EEX

All DMy Queskion Groups

Medical History -~
IMycological Resulks

FIYALE

PivPankE

Previous Medication

RANDOMIZ (545)

R.andomization

2AE Wiew

Transposed Pivok JR 911

YITALS (545

DCry Question Groups Incuded in Matr

Dermography

Medical Hiskory
Concomitant Medication
Adverse Events

Witals & Physical Exam
Lab Hemakology

Lab Cheristry

Efficacy Evaluation
Mycological Results
Firal

ok i

Witals & Physical Exann

LR RN R AR

1|

Add DM Question Groups - H <-- Remave DCMJQuestion Gro...

The first 10 patients display all their visit information. All visit numbers
are listed for the active patients as a way to track individual patient study
status by visit. The remaining patients listed display the message stating
‘Not Retrieved’.

4. To retrieve additional patients, highlight multiple patients and click
Retrieve Selected Visits.

5. Click Retrieve All Visits for all remaining patients.

I:]!'|11i|_'||1 Profiles Browser - Subsel of patients

[nw-evrSdmdmsj' lﬂnmr'-'lm>]
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6. Select a patient and click Create Profile. The previously saved
Workbook profile specification opens for the selected patient.

Patient Profile [1103:066] =9
F & & & |
Visit 1 -
|DEMO1 -
| ACTEVENT 1
|AE 37
|CESTAT
| CPEVENT BASELINE
| DCMDATE 13310815
| DCMTIME
|DoB 19540725
|DoCUM D1548401
DEB
[LAE
1103
PTSTAT Efficacy
analyzable
[RACE White I~

[ [*]

Add patient note

Optionally, you may add patient notes from any patient profile output
display. The “Add Notes’ icon is available in the patient profile tool bar
(see the first yellow icon).

Patient Profile [1103:066]
HEEG O

Simply click on the Add Note icon in the tool bar to add a patient note for
the selected patient. The Notes Browser window opens where you would
click on Add Note. (See Chapter 3: Review Patient Data: section on
Notes Browser)
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Define Patient Profile

Select workbook profile

In JReview, Authoring mode is required to define and save patient profile
objects. The Patient Profiles Browser facilitates the creation of customized
patient profiles of the selected patients into various Workbook Profile
types as single worksheet mode or multiple worksheet mode. In
addition, the spreadsheet display can be sorted by visit or panel and the
visit representation as row or column.

1. Click , or from the Browse menu, select Patient Profiles.

2. The Patient Profiles Browser window opens, the default profile type is
Workbook Profile.

A configuration setting controls whether No panels (None), All panels,
or Critical Study defined panels are included in the profile by default.

n (Authoring] Patient Profiles Browser

DT Qi Grom s (DCM | Onmeeiitinns Gricwiges inchuded Caseatanee: Caueations imdhaded:
A Norm »~
&
0]
=] RANDOMEZATION
= VITALS
= Progk -

[ add DCMiQuestion Grougss —» |[<— Remave DOMIQuestion G... |

Dafires Critacal
| dd Subpared |
Visit Frepeasant ation Wiorkbook Generated | Define Header
(%) By Row () Mulkicle Worshests | Customize. ..
O By Cohen 2ot Y crisima | Sort Crdee
* | Fiter Output
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Add profile content

If you click Create before defining the patient profile, a message displays
indicating the patient profile contents are empty.

EWarning

! : ‘ou musk select a DCM{Question Groups Firsk

You must first include panels and items for display in the patient profile:

3. Select panels from the Panels list to move to the Panels Included list.
Click the Add Panels and Remove Panels buttons, to select and move
panels defining the patient profile.

4. Use the Up and Down arrows located next to the Panels Included list
box, to change the sort order of the panels displayed.

F® (Authoring) Patient Profiles Browser

Toyrpea: DeOM{ Quiestion Groups: DM Cuestion Growups indu uershicne Questions incuded:
o] MNone L
Graphic Profle Demogeaphy Deracraptey
Fosmatbed Frofile & DOSAGE Medhcal History
= EVAL Concormit ant Madication
Efficacy Evalation fdversce Everts
& Pivol Efficacy Evaluation
= FINAL Mycological Resuts
2 ikals & Physical Exam
= LAB_CHEM Leb}
Lab Chemistry b iy 5
= LAB_HEM Final
Lab Hesmatology 7]
= LAB_LRIN
[+ LABDATA
= MEDHIST
Medical History
= MCOLOGEY
Mycokogical Reside:
= PREVMED
i RANDOMIZATION
= VITALS ~
£ »
[rdd Dcmquestion Group. .. |[<- Remove DOMiQuestio. .| [ add Questions —» || < Remove questions |
Dreefiree: Critical l
| #dd Subpanel |
Crganized By “Wisit Fepresentation Woekbook Generated [ Define Header J
(&) Panels () By Row () Mukiple Worksheets [ Customize.... |
O ) By Cokumn (%) Single: Workshest Sort Ordar
) Other: [DCMDATE v ; | E |
. | Filter Outpat |
! Craste
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5. Use the Add Items and Remove Items buttons, to select specific items
for display. Select multiple items with the CTRL or SHIFT key.

6. Reorder the individual items within a selected panel by using drag

and drop.
B (Authoring) Patient Profiles Browser
Efficacy Evabuation i Boai b Chinical Study Clirical Study
|. Pivet Efficacy Evalustion DCM Diate: DCM Dt
=] FINAL Mycclogical Results DCM Subset Number DCM Subset Muber
; Whals & Physical £xam DCH Time DCM Time
= LAB_CHEM Lab Hesnatalogy DISCTEY DISCEY
Lab Cheemistry Labs Chetristry ) CISCDATE DISCDATE
1 LRS_HEM I g) DISCREAS DISCREAS
Lab Hematology Document Munbar Drocument Humbsr
[# LAB_URIN Trnestigaton [vvesticaton
[+ LABDATA Lab Lab
£ MEDHIST Patient Patient
Medical History Repeat # Repeat &
[=] MY COLSGY SAFETY SAFETY
Mycologcal Resuk: SIDEFFECT SIDEFFECT
[ PREVMED Visit Visik
[ RANDOMIZATION
E VITALS
€ >
[ DCMfQuestion Group...|[<-- Remove DCMjQuestio..| | Add Questions ~> || <~ Remove Quastions |
l Diefine Criticsl |
[ Ald Subpanel |
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Add Subpanel

The Add Subpanel function is similar to cloning a panel. If you have a
complex panel with different types of data you may wish to divide the
panel into more meaningful categories or sub panels. For example,
Physical Exam and Vital Signs panel can be split into sub panels for

easier viewing.

1. Click the Add Subpanel button. The Add Sub Panel window opens.

Add Sub Panel

Sub Panel Descripkion
I
Panels

aE

AERSData
AERS
COMMED
Imporked3oL
DEMOGRAPHY
SASFegistration
SyskemTables
DOSAGE

EvaL

FIMNAL
LAE_HEM
LABDATS
LAE_LIRIM

I Add sub Panel l [

Cancel ]

2. Select the panel. When defining a sub panel you can only select a
single panel. Multiple visit panels display as vertical or horizontal.

3. Enter a Sub Panel Description.

4. Click Add Sub Panel. The new sub panel is added to the Panels
Included list for selection to add and remove items for display.
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Type of wor kbook

Organize data

Initially the Patient Profiles Browser opens for Workbook Profile type
with default settings for the data organized by panels, and visit related
data is represented by row for single worksheet display.

(Authoring) Patient Profiles Browser

l;l.iesumsm

Doeefireer Criical

| #dd Subpanel |
Crganized By “Wisit Fepresentation Woekbook Generated [ Define Header ]
() Panals (&) By Row ) Mukiple Weekshests | Customize... |
O Other: [DCMOATE " 0

| Filter Output |

! Craate
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After you define the workbook profile by adding selected panels and
items; click Create to use the default settings. The Patient Profile Browser
window displays the patient list for the selected patients.

U Patient Profiles Browser - Subset of patients

\Create Profde... T |Dofine Matrix... | |Patient Reievw:FF : Views Patierk Log

EAZII$CURRENT wiad
KA1 CURRENT 21 Mot Retrieved |
FAZDI$CURRENT 5109 ol Ratrieved
FAZO1$CURRENT sizz ek Fistrierved |
EAZ01$CURRENT 6111 Mok Ratrievad
FAZOIHCURRENT Bz ot Retrieved |
mﬂ@mr - 6118 M:u! Rd:ie*\md_l
Prev CASE | et case |

Select a patient, and click Create Profile to view your defined patient
profille.

Patient Profile [1103:066]

Ld |F B & B |
DEMCT ] ~
[F\CTE'\?ENT AiGE CESTAT CPEVENT DCMODATE DCMTIME
37 EASELINE 19910315
| BCTEVEMT PTSTAT RACE REPEATSN SEX STUC -
Efficacy white 1 IMale Kazol
Analyzable
[MECH
| SCTEVEMT ALLERGY CARDIAC CPEYENT DCMDATE CCMTIME
Mo Mo BEASELINE 19910315
| ACTEVENT GASTRO GEMITO HYPERTEN Iy LAE
[i[o] Mo Mo Q&G
| ACTEVENT REMAL REPEATSMN SKIN STUDY SUBSETSN
Yes 1 Mo Kaz01 1
[COnMECHM
| BCTEVENT CPEVEMT DZMDATE CHZMTIME Lz DsE
BASELINE 19910315 01503701
| ACTEVENT PRM PT REPEATSMN START_DATE STOP_DATE
1103 1
DOSADOSA il
[ [*]
Patient Prafile
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Single worksheet mode

The single worksheet mode can be organized by Panels, Visit or Other
(i.e., DCM Date). This topic covers the workbook profile display options.

COrganized By Wisit Representation wWorkbook Generated
() Panels {#) By Row () Multiple Warksheets
() Wisit ) By Calumn (%) Single Warksheet

() Other: | DCMDATE |+ /
[ Create ]

* By panel lists a single worksheet for all data for all panels included
where there is data for the active patient. It will display in the order
that has been defined and visits are sorted numerically.

* By visit lists a single worksheet for all data for all visits for the
active patient. The visits are sorted numerically.

Visit representation only pertains to data collected as multiple
visits where there exists one observation per patient per visit. You
select the display option by row where each row represents a visit
or by column where each column represents a visit. This applies
only when the worksheet is organized by panel.

Note:When the worksheet mode for by visit is selected then the visit
representation options are not available.

* By Other (DCM DATE) lists a single worksheet for all data by the
other designated date item for the active patient. The dates are

sorted. (This feature is only available in Oracle Clinical
DataBase.)
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The example below shows the Patient Profiles Browser in single
worksheet mode for the options by panel and visit representation as row.

Patient Profile [1103:066]

Ld | B & B |
DEMCT ] ~
[F\CTE'\?ENT AiGE CESTAT CPEVENT DCMODATE DCMTIME
37 EASELINE 19910315
| BCTEVEMT PTSTAT RACE REPEATSN SEX STUC -
Efficacy white 1 IMale Kazol
Analyzable
[MECH
| SCTEVEMT ALLERGY CARDIAC CPEYENT DCMDATE CCMTIME
Mo Mo BEASELINE 19910315
| ACTEVENT GASTRO GEMITO HYPERTEN Iy LAE
[i[o] Mo Mo Q&G
| ACTEVENT REMAL REPEATSMN SKIN STUDY SUBSETSN
Yes 1 Mo Kaz01 1
[COnMECHM
| BCTEVENT CPEVEMT DZMDATE CHZMTIME Lz DsE
BASELINE 19910315 01503701
| ACTEVENT PRM PT REPEATSMN START_DATE STOP_DATE
1103 1
DOSADOSA il
[ [*]
Patient Prafile
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The next example shows the Patient Profiles Browser in single worksheet
mode for the options by panel and visit representation as column.

Patient Profile [1103:066]

Ld [ & & B

DEMOT i

SCTEVEMNT 1

4GE 37

CESTAT

CPEYEMT BASELIME

DCMDATE 19910815

DCMTIME

OB 19540725

DO ML 01543401

IMY Qe

LAE

PT 1103

PTSTAT Efficacy
analyzable

RACE wWhite

REPEATSM 1

SEX fale

STUDY Kaz201 -

1] [ [*]

Patient Profile

-
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This example shows the Patient Profiles Browser in single worksheet
mode by visit.

Patient Profile [1103:066]

Ld = B B B
o
CPEYEMT CULTID CULTURE DATEREAD DCMDATE
SCREEMN T. Po 19910315 19910302
IMY EQOHEXAM LAE PT REPEATSMN
065 Fo 1103 1
1
AGE CESTAT CPEYEMT DCMDATE DCMTIME
a7 BASELIMNE 19910315
PTSTAT RACE REPEATSHM SEx STUDY
Efficacy 'hite 1 Male Kazil
Analyzable
ALLERGY CARDIAC CPEYEMT DCMDATE DCMTIME
Mo [la] EBASELIMNE 19910315
GASTRD GEMNIT HYPERTEM IR LAE
Mo Mo Mo &6
REMAL REFEATSM SKIM STUDY SLIBSETSM
Yes 1 Mo kaz01 1
CPEVEMT DCMODATE DCMTIME DO LM DoSE
EASELINE 19010315 01503701
FRMN FT REPEATSM START_DATE STOP_DATE

1103 1
I 0|

T [t = T o e ey | e T bim = Rl bois s T TR bimm b Fomy sfmeans T

Multiple worksheet mode

The multiple worksheet mode can be organized by panel or visit.

* By panel creates separate worksheets for each panel that has been
included and there is data for the active patient. It will display in
the order that has been defined.

* By visit creates separate worksheets for each visit that has been
included and there is data for the active patient. It will display in
the order that has been defined.
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This example shows the Patient Profiles Browser in multiple worksheet
mode for the options by panel and visit representation as row.

This option displays the tabs organized by panel label.

=| Patient Profile [1106:066]

| BURNING EDEMA

(1 0 | BASELINE (19910822 [Dizio7ol 1
B 0 DAY & 15910629 D1Z10801 1
53 2 DAY 15 19910905 D1210901 1
(4 0 DAY 22 19910912 D1211001 1
[ 0 DAY 29 15910919 Dlzi11o1 0
|6 [1] DAY 43 19911003 D1z11201 0

BCTEVENT Y LA MACERATE PAIN |PAPULES | PRURITLS
[1 066 2 i} 0 3
H 066 2 0 0 1
[3 066 ] 0 0 1
|4 066 1 [} ] 0
B 064 0 i} 1] o
B 066 0 0 0 0

ACTEVENT STUDY SUBSETSM WESICULE |WISIT_NUMEER
1 KAZD1 1 [1} 1
(2 EAZOL 1 0 2
E] KAZO1 1 [1] 3

4 KAZO1 1 0 b
[5 KAZOL 1 0 5
|6 KAZO1 1 [ 6
[« | }Lil
| Lab Lrinakysis Efficacy Evalustion | Mycological Results | Randomization Witals & Physical Exam | Final |
| Demography | MedicalHistory | Adverse Events |  Concomitant Medicstion | Dosage | LabHemstology | Lab Chemistry |
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Patient Profile [1106:066]

The next example shows the Patient Profiles Browser in multiple
worksheet mode for the options by panel and visit representation as

column.

The tabs are also organized by panel description.

o s 0 s s N

MYCOMTCE Yisit 0 Yisit 1 Yisit 3 Yisit 5 visit & -
| ACTEVENT 0 1 3 5 &

| CPEVENT SCREEN BASELINE DAY 15 DAY 23 DAY 43

|CuLTID T, T,

| CuLTURE Po Pa Me Me

|DATEREAD 19910819 19910829 19911021 19911106
|DCMDATE 19910814 19910822 19910905 19910919 19911003

| DCMTIME

|DCTRLAB 19910903 19910203 19910915

|DOCHUM 01131101 01131201 01131301 01131401 01131501
|ExCPTION ¥

|FRESULT Fo Fa hle hle hle

[Tre 086 066 06 066 086

| KOHERAM Po Pa Pa Me Me

|LrE

[PT 1108 1108 1106 1106 1106 —
|REPEATSN 1 1 1 1 1

STUDY KAZ01 Kaz01 kaz01 KAZ01 KAZ01 -
<] I []

| Lab Urinalysis || Efficacy Ewaluation | Mycological Results | Fandomization || Witals & Physical Exam || Final|

| Demography | Medical Histary | Adverse Events | Concomitant Medication || Dosage | Lab Hematology || Lab Chemistry |
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This example shows the Patient Profiles Browser in multiple worksheet
mode for the options by visit. The tabs are sequenced by visit number.

F'dl'iE."IIT. Profile [1106:066]

01523101 =

D1523101 | 066

119910520

Sonn A bt AL

19510501

SUESETSN | VISIT_NUMBER

e

Med Kazo1

1 1

[
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Modify profile

The profile content and appearance can additionally be modified with
the following functions:

Define Header

Cuskomize, ..

Filker Cukput

[ |
[ ]
[ Sort Order ]
[ ]

When defining the profile content you may define a header from all the
patient related panels types (not foreign or pivot) that are one
observation per patient. The defined header information will appear only
once at the top in the single worksheet mode. In the multiple worksheet
mode, it will display at the top of each worksheet whether organized by
panel or visit.

Define Header

Click Define Header to open the Header Definition window which lists
all the patient related panels types (not foreign or pivot) that are one
observation per patient. You can select up to nine items from the listed
panels by using the add item button and multiple items can be selected.

1. Click Define Header from the Patient Profiles Browser window.
2. Select a panel.

3. Select the items from the various panels to add as header information.
Use the Add Items and Remove Items buttons to include or remove
items from the header definition. As a short cut, you can double click
on the individual items to add them or highlight multiple items to add
or remove.

124  Chapter 4. Patient Profiles



4. Use the drag and drop to change the order that the items are
displayed.

£ Define Header

Parels: ftems: Included temms:s:
Randorization Pat ID # || | Demography Investigator
Medical History Vist Mo, Demography Pat. Mo,
Detmography isit Date Demography Sex

Wizit Label Demography Age
Vitals & Physical Exam Protocol Randomization Treatment
Demag Impart SGL Investigator Final.Cormpleted Evalustion?

WalidstionMuttiProtocol S G0 Pat Mo,
DEMOGRAR (505 [

U L= 'l
Reazon for dizcortinustio
[Date of Discortinuation
Acdverse Everts?
Concomitant Meds?

Type of Safety Event

Discortirued by W’

< I
[ Add tems:g ---= ” =--- Remove tems: s
’ Save Header ] ’ Cancel ]

5. Click Save Header and close window. The Patient Profiles Browser
window will show the status of the button changed to “Header is
Defined’.
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6. Select a patient from the patient list and click Create Profile.

Once a patient profile is created and displayed, you can change the
active patient selected and the patient profile will be updated.
However, if you choose to modify any of the display options while the
patient profile display window is open the profile will not be updated.

Patient Profile [1106:066] =3
Ld & F & B |
FT ] 1106 RACE 'white SEx Male
[TREATMENT Ackive COMPLETE Yes
|AEAE
| STUDY DOCMUM IMY FT CPEVEMT DCMODATE
|KF\2I31 01523101 T3] 1106 EASELINE 19910322
|KF\2DI 1523101 0e6 1106 EASELINE 19910322
| STUDY SESEVERE SEACTION SETRTMMT SEQNGD SEEMDD
Kazol Maderake MoiZhange Mone 19910905
kaz201 MaChange Med 19010220
| STUDY SECODE SERIOLS AETYPE SECOMSETD
KAzl SKIN:EUrning ADR: 19910901
sensation skin
| Kazol BODY  Surgery Okher 19910520 1
| 3
Adverse Events Concomitant Medication Dermography Dosage Efficacy Evaluation
Final Lab Chemiskry Lab Hematology Lab Urinalysis Medical History
Mycological Resulks Presious Medication Fandarmization Witals & Physical Exam
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Customize output

Customize

You can make changes on a individual panel basis to panel options
regarding display orientation, maximum number of columns and

number of ID items.

1. Click Customize to view the default settings.

2. Click on the panel cell for Orientation to access the drop down list to
select horizontal or vertical.

Harizonkal
Dnsage Harizonkal

Efficacy Evaluation

rycalogical Results

I m—
Horizontal 11

Panels: Crientation Maximum Mumber of ... MNumber of ID Items
Dermography Horizonkal 11 1
Medical History Werkical 11 1
Previous Medication Horizonkal 11 1
Concomitant Medication  [Harizontal 11 1

hs
11

—

Lab Chermnistry Horizontal 11
Lab Hemakology Horizontal 11
Lab Urinalysis Harizonkal 11

[y praey prerey ey ey

If the panel orientation cannot be changed than the following message

displays.
Customize I§|
Panels: Orientation Maximum Mumber of ... Number of ID Items
Dermography Horizonkal |11 |1 ~
Medical History = T |
Previous Medication Warning
Concomitant Medication  H
ad Ewent H
DD::;ZE ey n ! E Cannot transpose this bype! 2
Efficacy Evaluation H
rycalogical Results H
Lab Chernistry H b
Lab Hemakology Il )
Lab Urinalysis Hotizonkal 11 1 3

Type of workbook 127



3. Click on the panel cell for Maximum Number of Columns to access
the drop down list. The maximum number of columns displayed per
row can also be changed within the range for 8 through 13.

B Customize f'>_(|
Panels: Crientation Mazimum MNumber of ... Mumber of 1D Items
Concomitank Medication  |Haorizonkal 11 1 ~
Adverse Events Horizontal 11 1
Dosage Horizonkal 11 1
Efficacy Evaluation Horizonkal 11 1
Mycalogical Results Harizonkal 11 1
Lab Hematology Horizonkal I3 1
Lab Lirinalysis Horizonkal ] 1
Vitals & Pheysical Exam Harizonkal 10 1
Final Horizontal 1 L
Randomization Horizonkal 1z 1 w

4. Click on the panel cell for Number of ID Items. The option to display
ID items as represented by the PatientNo and VisitNo are also selected
from a drop down list for choices are 0, 1 and 2.

If a panel row wraps beyond the maximum number of columns
defined, you can repeat the display of ‘1’ or ‘2" ID items onto the next
row. If you select ‘0" ID items then only the initial row contains ID
items.

5. Click OK to save changes.
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Sort Order

Z Sort Order

Click Sort Order to open the Profile Sort window. It is advised to define
all areas of the profile prior to defining the sort. When you apply any sort
options they are applied within the individual patient profile. Sort Order
can be applied to All Included Panels or Individual Panels.

(&) Al Included Panels

Panels:

O Individual Panels Fanels:s with Infdividual sart order In italics

ftems: Sart Order

_Define Mew tem_ Ivestigator
_Define Mevwy Range_ & Pat ID

Pt ID & Wisit Date
Wizt Mo.

Wisit Date

Wizt Lakel

Protocol

Iy estigatar
Pat. Mo,

Save

][ Add temss = ” =-- Retmove tems:s l

The All Included Panels option allows you to define a sort order on
those items present in all the included panels. This option will apply
the sort order across all panels in the Patient Profile.

Note: When a profile is organized by visit the user does not have the
option to sort panels by any other items. The Sort Order button is
shaded and disabled.

The Individual Panels option allows you to define a sort order based
on specific panels and items. This option will apply the sort order
across to specific panels.

For each individual panel selected and a sort option entered, an
asterisk displays next to the panel name flagging the panel has an
active sort option.

An item can be removed or added to the sort order with the Add Item
and Remove Item buttons.

When you select multiple items the sort order can be changed by
using drag and drop.

Double-click on an item to change ascending versus descending sort.
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Filter Output

Patient Profile Filter Output

After you define the specifications of your patient profile, you can use the
Filter Output as a data exploration tool by filtering data inclusion, then
comparing filtered and unfiltered results.

Filter Output works in the Patient Profiles (both workbook and graphic)
where only included panels (or panels behind included graphic
categories) are viewable and selectable for filtering in the Filter Output
window. So if you did not include any panels/categories in your graphic
profile, even if they are defined in your template, you would see nothing
in the Filter Output window.

The reason behind this is that in a patient profile, each panel is displayed
individually and is not joined with any other panel. Therefore, filtering
criteria from any other panel would not apply to a panel used in profiles.

The only exception to this is in Graphic profiles when a category is
defined by more than one panel (i.e. dosage and treatment). In this case,
both these panels will appear in the Filter Output window and filtering
criteria from one panel would affect the other panel.
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1. Click the Filter Output button in the Patient Profiles Browser window.
The Output Filter window opens.

Define Header

Sart Order

[
[ Customize. ..
[
[

Filtter Cutput

2. The All Included Panels option allows you to define an output filter
based on those items present in all the included panels. This option
will apply the output filter across all panels in the Patient Profile.

& Qutput Filter...

@ Al Included Panels (:} Incividual Panels DU Question Groups s with Inidividnal fiters ..
DChMiCuestion Groups: Guestion Functions: Opetrstor
Repeat # <=
Actual Evert =
Sub Event
iz B ==
— | | Qualitying Yalue v == b
|| € | | iz mizsing(MULL) “
“Walue
Save Filtter ” ADD expression l Display Walues
Aoy Result Fiker (Text) Rezult Fiter (S2L)
|vvisit =1 |=alt= WISIT_MUMEER: =1 |
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3. The Individual Panels option allows you to define an output filter
based on specific panels and items.

Qutput Filter...

(:) All Included Panels @ Inclividual Panels DO Question Grodns: s with inidividual fifters ..
DChiCuestion Groups: Guestion Functions: Opetatar
Demography Qualifying Guestion PR - -t value _
Medical History Qualifying Valie | baseline value ==
Concomitant Medication Repeat # chg from bazelineg =
Dosage Site % chi from beseline =

2y Evalustion Sub Everit endpoirt valle =
Acverse Events

: Wesicule rriclpoint new evert ==
tag EhET’;Jl[STIW _ — || | endpaint new event i miszing{MULL)
2k Remsatology sealing | vz iz not mizsing(not MULLY
< IE
Value
Save Filter ][ ADD expression ] ’ Display Stats ][Display Values] ltem Campare
Ancior Result Fiter (Text) Result Fitker (SGL)
|[Efficacy Evalustion visit =1 4 [T4 ISIT_MUMBER IM (1,4) |

4. Click Save Filter.

The Filter Output button in the Patient Profiles Browser window toggles
to Filter is ON. The output filter is applied to the patient profile when
you click Create Profile.

Define Header

Sart Order

l
[ Custornize...
[
l

Fitter is O

The panel names displays in italic, flagging the panel has an active
output filter entered in the Filter Output window.

5. To Remove the output filter, open the Output Filter window to clear
and resave for All Included Panels option. When Individual Panels
option then the panel name will display in italics, so you know which
individual panels have an output filter applied.
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Patient Profile Review Tracking Tool

Patient Tracking functions

The Patient Profile Review Tracking Tool is designed to meet the users
requirement to track which patients were reviewed by userid, date/time
stamp and the review status assigned by the user. Other users may view
this detailed information for tracking and reporting purposes.

The entire function is enabled within the PATPROREVIEW option in the
ReviewAdmin configuration and controls user access of the function.
There are three privilege settings defined within the options:

1. View Patient Tracking — Allows access to view the patient review
status in the patient profile browser as well as access to view the
detailed Patient Log. It does not allow access to update the patient
review status.

2. Update Patient Tracking — Allows access to update the patient review
tracking and view the detailed Patient Log.

3. Define Critical Panels and Items - Allows the user to define panels
and items with a critical status.

Note: It is highly recommended to subset the patient population when
using the Patient Profile Review Tracking functions. The status updating
for individual patients and checking for new data may affect response
time.

ReviewAdmin allows the site to configure the Patient Profile Review
Tracking window for column content and sort order. The Review default
settings are turned ON for “Review Level” and “Review Info” when the
function is enabled.

The required column in the Patient Profile Review Tracking window is
the “IReviewed” column. Additional columns are available when the
Patient Review is turned ON. The configurations for this option are
defined in Review Admin where the administrator has the ability to set
Yes or No, for the additional columns when Patient Review is turned ON.

These other columns can be included or not — Review Level, Review Info,
Color Coding, and Comment. The system has sort numbers defined for
each column display option, so the column can be sorted.
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[E] Patient Profiles Browser - Subset of patients

If the user has access to either View Patient Tracking or Update Patient
Tracking then the Patient Review and View Patient Log buttons are
displayed on the patient profile browser window. The Patient Review
button defaults to OFF.

Additionally, ReviewAdmin has the option to automatically default
Patient Review to ON for users with access. It skips the step to click the
Patient Review button each time the function is opened.

K3

If the user does not have access to update the patient tracking status but
is allowed to view the current patient review status; the Review
Information column displays when the user clicks the Patient Review

button ON.
Create Pictle | Create Piokle for &) Cases I
196 Canes Selected Diefine Malrix _J Patierd Review On | View Palient Log.. J
Aeview Inlo PT__ INV__ TREATMENT -
1 [Reviewed [New Data] AN DPS$GUESTS 04 FEB-2008 10.02.19_1101__ 066 __ Placebo Patient visil inloimalion nol—
2 FReviewed [New Data) Al OPS3GUEST7 01 FEB-2008 14.15.46 1102 066 Flacebo Patienl visil inlormation nol
3 Reviewed [New Data) AN 1022013 31-JAN-2008 15:39:48 1103 066 Active Patient visit information nol
4 Reviewed [Now Data) AN DPSSGUESTS 24-JAN-2008 09-51:11 1104 D66 Active Pationt visit information not
5 Reviewed [New Data) AN DPS$GUESTS 01-FEB-2008 17:45:56 1105 066  Flacebo Pationt vizit information not
6 Reviewed All DPSSGUEST? 0 -FEB-2008 14:45:14 106 D66 Active Pationt visit information not
7 Mot Reviewed 1107 066 Placebo Pationt visit information not
@ Mot Reviewed 108 066 Active Paticnt visit information not
9 Reviewed All DPSSGUEST? 01-FEB-2008 14:45-22 M09 066 Achve Paticnt visit information not
10 Aeviewed All DPS$GUESTH D4-FEB-2008 13:04:05 1M10 (066 Placebo Patient visit information nnl[;
i |

PievCASE | | Med Case | | j
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Patient Review Levels

The Review Information column shows the current review status with
review level, userid and date time stamp of last activity. The Review
Levels are:

Not Reviewed - The initial review status for patient data that has
never been reviewed by a user.

Reviewed - The user had checked the “I Reviewed” checkbox to
update the patient review status and selected a Review Level for “All”
or “Critical”. The userid with the data time stamp is displayed.

Reviewed (New Data) - The patient data was previously reviewed
however new data has been added or changed since the last review
occurred.

When a user with access to update patient tracking status clicks the
Patient Review button ON, the “I Reviewed” and “Review Level”
columns display populated with the current patient review status.

[E] Patient Profiles Browser - 24 cases selected

L I -4
CreateProfle...|  [Define Mabiv... |  [PatentReview:ON | nofiter- v | [_Data Type Review: OFF | (o Data Type fiter) v [1-Review alitone | [
IReviewed & Review... O  Reviewlnfo O FT O e} STUDY O Nat Defined

El ALL » ! d . A

] ALL ~ [Not Reviewed 1109 Patent visit ...

Il AL o [Nat Reviewed 2113 [Patent visit ...

Fl EFFICACY _ w |Reviewed EFFICACY OPSSGUE... |2123 [Patent vist ...

] AlL w [Nat Reviewed 2210 [Patent vist ...

Fl ALL w |Not Reviewed 3104 [Patent viat ...

Fl ALL w [Not Reviewed 3009

=] ALL w [Not Reviewed 3111

Bl ALL v [Mat Reviewed 3204

| =] ALL w [Nat Reviewsd 3205

T [ax w Mot Reviewed [a114

o Cr— L s

] ALL w |tiat Reviewed 5118

£l ALL  [Mat Reviewed 5120 "

- as Min® D eusersmd LI k-
o o
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Sort columns
You may select and sort any column in the Patient Review Tracking win-
dow where the header contains the corresponding column symbol <>
next to the description.

IReviewed & Review Level & Review Info O FT O NV O STUDY &

1. Click on the column symbol <> to change from descending,
ascending or return to original display sort.

2. Click on the column symbol <> and the green up triangle changes
the selected column sort to ascending order.

3. Click on the column symbol <> and the red down triangle changes
the selected column sort to descending order.

Define Critical

The user privilege to define specific panels or data items as critical
enables access for high priority review and to automatically add critical
panels/items to a patient profile. When critical panels and items are
defined a table is created in Review Admin marked as “Critical”.

The user privilege to define critical panels and items is set in
Review Admin allowing the user access to the _Define Critical_ function
in patient profiles. When critical panels and items are defined then all
users have access to select them to create patient profiles. The Panels
Included drop down list box contains None, All and all defined critical
panels/items, for example:

— Critical: Study Level,

— Critical: StudyGroup Level,

— Critical: Project Level,

Critical: Global Level.

Warning: You may generate an error if you include user defined Foreign
Panels, Pivot Panels or Import SQL in your patient profile. The

highlighting feature relies on specific data fields in Oracle Clinical and
Clintrial for date time stamp to determine if new data has occurred. If
these fields are missing in the included panel then an error is generated.
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If the PATPROEMPTY option in Review Admin is set, then the drop
down list box displays as “None” and no panels are listed. When the
patproempty option is not set, then the drop down list displays as “All”
and all panels are included.

1. Click on Define Critical button. The Define Critical window opens.

Mmqm@ulk Foemive DC?‘H'QUB‘SDID'

[ Add Subpanel |
Crganized Ery Visk Reprassntation “Workbook Generaed [ Define Header
(%) Panals (=) By Row () Multipls Workshests [ Cugtemize. .,
O sk ) By Cohumn (%) Single Warkshest
() Other: | DCMDATE = | Tt J
[ Filter Output:

Create

2. Select a panel and click Add DCM/Question Groups or select
individual items and click Add Questions. The panels are added in
alphabetic order and in the same order on the Panels Included drop
down list box. Users may change the order in the Include list.

E Define Critical DCM/Question Groups and Questions

DCMIQuestion Groups Quastions [ Save ]
Lab Hematology 2 im: tw? 2 ( Remove J

# LAB_URIN SAT (560}

- LABDATA Aocessible T3

¥ MEDHIST ctul Everk

B MYCOLOGY Albumin Object Level

e Alkaline Phosphatase

FIPAEVED Biirubin, total © Saudy

¥ bob 123456 78901 234567690 : © Project

(¥ REVIEWADMIN 02 Contertt

= RANDOMIZATION x”’“’ O StudyGroup

 VITALS v o v (O Global

PN

| Add DEM/Guestion Groups |

DM Guestion Groups and Quastions Study Groups:
DCMfQuestion Groups Cuuestions

Adverse Events s

Concomitant Medication [*ALL*

Lab Hematolagy AL |

Lab Chemistry [FaLL®
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3. If you need to remove an added row, select the row and click Delete
Selected Row.

Select the Object Level to save panels or question groups. The critical
panels and items can be saved at the Study, StudyGroup, Project or
Global object levels.

If you select StudyGroup as the object level you must also select a
study group from the list box.

4. Click Save. The defined Critical Panels or Questions Groups are
added to the Included drop down list box by the saved level.

DC M Guestion Sroups inchaded:
Critical Study w

Mone
All

5. Select the Critical Panel level for high priority review and to
automatically add the panels/items to the patient profile.

If you had selected “All” from the Panels Included list then all
available panels and items are included in the patient profile.

6. Click Create. The Patient Profile Browser window displays the patient
list for the selected patients.

7. Select a patient from the patient list, and click Create Profile. Only the
Critical panels and items are displayed in the patient profile output.

8. Close the patient profile spreadsheet window. Next you can update
the patient review tracking status.
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Update Patient Tracking Status

After you have completed your review of the patient data, you may
update your review status for the selected patient. This patient review
tracking feature is accessible across all the Patient Profile types.

The creation of a patient profile is not required or linked, to the Patient
Profile Review Tracking function for entry of a patient review status. If
the users within a department prefer to use a different output, such as a
detail data listing for patient review; you may still select a patient from
the patient list to update the patient review status, as an alternative
tracking process.

The required column in the Patient Profile Review Tracking window is
the “IReviewed” column, when the Patient Review is turned ON.

Note: Always select the Review Level first before clicking the “I
Reviewed” check box. This will avoid generating erroneous review level
records, if you then go back and alter the review level.

Additional columns are available and optional; Review Level, Review
Info, Color Coding, and Comment. The system has sort numbers defined
for each column display option, so the column can be ordered.

Patient Review Tracking retrieves all current state patient review tracking
information from the PatientReview_LatestDates Table.

Select review level

9. In the row for the selected patient; click the Review Level drop down
list box to select the review level as “All” or “Critical”.

The option to select “Critical” will only display if Critical Panels are
defined.

Additional Review Level descriptions may be added through
ReviewAdmin in PATPROREVIEWLEVELS for “Safety” or “Efficacy”.
Users would determine what panels and data they require for these
review level descriptions.

Review Level
Al bt
Al

Critical

SAFETY
EFFICACY
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10..Optionally add a comment when Patient Review is turned ON. Click
in the comment to enter text and save the comment.

The configurations for the comments option is defined in
Review Admin. The comment field can be viewed in the patientpostit
table.

Color coding

The Color options configurations are defined in ReviewAdmin. There are
5 default colors available — Red, Orange, Yellow, Green and Black where
sort numbers defined for each color to sort on this column. The color field
can be viewed in the patientpostit table.

These color options can be defined by the site for review purposes. For
example, Red may be associated with Hematology or Panic, Yellow for
Renal or Warning and any other site preferred review labels.

11.In the row for the selected patient; click the Color drop down list box
to select the color label.

Color &
1-RED
2-ORANGE
S-YELLOW
4-GREEN

S-BLACK
v

12.Click the “I Reviewed” check box to log your userid, date time stamp
and review level for the patient.

The patient review information is now tracked in the Patient Log as a
detailed audit trail.

D Patient Profiles Browser - 7 cases selected
* ¥
Create Profie... l [de Makrix... ] lmmm«-.ou J ofier v 1_[-Fl.nr.-w Aitone ] [vmpm Lu-g]
IReviewed &  Review... ©  ReviewInfo © Color Coding O Sudy O FT O ot Defined
= | Criical w [Reviewed Criicsl OPSHGLESTY ... | NSNS~ [FAZDIFCURRENT (1121 [Patier visk infer.,.
= [SaFETY w [Reviewed SAFETY OPS$GUESTY. . | 2 Oranns  [EAZDI$CURRENT 3111 IPaerk visk infur...|
= JEFFICACY o [Reviewed EFFICACY OPSHGUES, . | iGISEnmmmmn + KAZOISCURRENT  S10% Patiert visk infor. .,
|| [ CAZDISCURRENT 5122
] w [KAZDISCURRENT 6111 [Patiert visk infie. .
] | w [KAZDI$CURRENT 6112 Patiert visk infor .|
|| | w [FAZDISCURRENT 6118 [Patiark visk infee...
- |
_
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The “I Reviewed” checkbox and the Review Level only displays the
current status if there is no new data and the user was the owner of the
last patient “review” and it’s within the system defined time frame
allowing the user to “uncheck” their review.

If the user unchecks the “I Reviewed” box for a particular patient review
then a DELETE DATE record is generated with the data time stamp in the
Patient Log. The default is 24 hours and the amount of time can be
defined as an Review Admin config option in REVIEWSTATUSLIMIT=1
where the value can be 1 to 24 hours. Otherwise, the “I Reviewed” and
“Review Level” returns to their default status, unchecked and ALL.

Filter review

In the filter drop down list box, if one of the entries other than —no filter-
is selected, then the Review Info patient list updates to only include
patient review entries either matching the selected entry (All, Safety,
Efficacy or Critical in that case) or ‘Not Reviewed’. The ‘No Filter’
condition goes back to the default condition, which displays the ‘latest
review state’, regardless of the review type/level.

[-__'-ll'mienl Profiles Browser - T cases selected

hot Rervierered w AZOI$CURRENT  BiLL Pratinnt visk ... |

Mot Rervievred W AT FCURRENT Bl [Poadaenk wisk: ...

bt Rewieeend ~ FAZVI$OUBRENT  BLLE Pt visk .
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Bulk review setting

Bulk updates the review status of listed patients displayed in the Patient

Browser. Click the I-Review All/None button and the Bulk I-Reviewed
Setting dialog displays.

Select option to set as “I Reviewed CHECKED ON” for true; or select
option for “I Reviewed UNCHECKED” for false.

| Patient Profiles Browser - 7 cases selected

= ¥
Craate Profis... te Prodie for 7 |ine Matrtc... | |Patierk Review:on | saFETY w | [1-neview Aliticns | | View Paient Log
1Revewed © | Revew... O Reviewdnio O [

Color Co,., O Sady O PO Mot Defined

Lisad bo set sl patiends dhowen n Patiert Browear
bo TRUE {chesckad) cr FALSE {unchediad),
I Rerviewed SLatus

() Bt T Rvswed o TRLE | CHEQKED]
() 54t [ R to FALSE [ LNCHECKED
e cace

Fevew Level
SAFETY

(o] [n )
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Track selection criteria

You may optionally capture and display the patient selection criteria
text/description (SUBSET), when checking ‘I Reviewed’ patient during
Patient Review Tracking. This option and other column options are
enabled or disabled through the Review Admin utility.

The display subset option will save the current patient selection, applied
during the patient review status update. Different reviewers may use
different patient subsets, for review purposes. By collecting the various
subsets, users can later sort the patient list by the saved subset
descriptions.

Data Type Review

The user can declare which DataTypes (Panel/Table) they’re reviewing to
track individual DataType (Panel/Table), if they do not review the entire
patient. When the user checks the ‘I-Review’d checkbox, JReview keeps
track of which DataTypes were reviewed for the checked patient on that
date/time.

Click on the ‘PatientReview:OFF button to toggle PatientReview:ON.

If the user clicks the DataType Review:OFF button, a dialog displays
letting the user select which types of data they’re going to declare they've
reviewed for each patient.

[=] Patient Profiles Browser - 41 cases selected

CreateProfie... | |Define Matrix,.. | [Patient Review:ON | o fiter- | [ Data Type Review: OFF | (no Data Type fiter) v |I-Review AliNone |
IRevi,.. O Revie.. ©  Reviewinfo O o m O STUDY & Mot Defined |

|_.| EL R Reviewed SAFETY OPS40,,. 1106 056 KAZDL Pabent visit ... - |

0O [ w [liat Reviewed {1107 joss jKAZ01 Patient vist ... |

| ALL w Mot Rewvewed 1120 056 Ka201 Patient visit ...

[] |SAFETY i [Reviewed SAFETY OPSSD... |1201 osa rAz01 Patent visit ...

O (At w ot Reviewed 2103 jos3 jKaz01 Pabent visit ... |

El ALL w [Not Reviewed 2104 063 KA201 Pabent vist ...

T [a » [Reviewed ALL OPSSGUES. .. (2105 jos3 a1 Pabent vist ... |

[ [SAFETY = [Reviewed SAFETY OPSS)... 12106 fos3 KA1 Patent visit .|

3 . IReviewed EFFICACY OPS... 12108 los3 Kazo1 Patent visit ... -]

Next CASE
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The Select Data Type Review window opens. Select the panels to
include in review when the user checks the I-Review’d checkbox.

Select Data Type Review

Under Review Panels

AEAE
CONMCOMM
DEMO1
DOSADOSA
EVALEVAL

FIMA

LAB_LAB_
LABHLABH
LABULABL

MEDH
MYCOMYCO
FREVPREV

FAMND

VITAVITA
DEMOGRAP*SAS™
DOSAGE®SAS™
EVAL*SAS*
LAB_URIN*SAS®
MYCOLOGY*SAS™
RAMDOMIZ*SAS™
VITALS*SAS®

[[=]=]

‘

=]

Lox ] [canel ]
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Afterwards, the user can use either or both of the filtering combo
listboxes, in the Review Level combo box (type of review that was
declared) and/or the Data Type Filter combo listbox for DataTypes that
have been reviewed. After selecting either or both of the filtering values,
the list of patient’s review status reflects those filter choices.

[] Patient Profiles Browser - 41 cases selected

Create Profie... | [DefeMatrix... | [PatentReview:ON | nofiter- || DataType Reviews ON | (no Data Type fiter) v | 1-Review Aljtone |
IRev... & Revi.. © | Reviewinfo O ] m o Data Type fiter] A [Not Defined

| SAFETY » AEA atient visit .. | -

0O  [ax w piot Revewed |1107 056 KAJCONMODNM latient vasit ...
I ALL v Mot Reviewed 1120 066 ajreMoL latient visit ...
[ [SAFETY _ w Reviewed SAFETY OPS$)... 1201 1056 KAPOSADOSA latient vt ...,

I ALL w Mot Reviewed 2103 Iosa WA EVALEVAL latient vist ...

0 [ax v piot Reviewed 2104 los3 KafFma latient vt
O A v Reviewsd ALL OPSSGLE... (2105 jo53 LAB_ ~ |atient visit

[ [SAFETY s Reviewed SAFETY OPSS)...|2106 os3 KAZO1 Patient visit

] EFFIC... -w Reviewed EFFICACY OF... 2108 los3 KAZ0L Patient visit b

For example, if a user had previously selected ‘AE’ as the DataType
under review, and checked a number of patients as being reviewed, then
selects ‘AE’ as the DataType Filter value, they’ll see the current state of
review for only the AE data type. Also, any patients whose AE data has
not been declared as reviewed will be listed as ‘Not Reviewed’.

See the Patient Log to view details of the Data Type Review.

[Z] Patient Profiles Browser - 41 cases selected

CreateProfie... | [DefineMatriv...|  [PatientReview:ON | -no fiter- v [ DataTypeReview: oFF | (5
IRev... O Revi.. O  Reviewlnfo O PT O e
0O A i o
|| ALL w 065
] ALL v 068
| [0 [ 3
O [a - 063
] ALL v 063
O [ 63
[ 1] SAFETY 063 _[Patient vt ...
[H] AL w 063 [Patient visit ... |
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View Patient Log

You may view the detailed audit trail of a patient(s) review status by
clicking the View Patient Log button.

Select a patient from the patient column, then click View Patient Log
button. Multiple patients may be selected with the CTRL or SHIFT key
and if no patient is selected the default displays the first patient in the
list.

[ -] Patient Profiles Browser - 41 cases selected

NONOO0o0n

|

Note: When highlighting to select multiple patients from the patient list
avoid clicking in the first 2 columns which may inadvertently check and
alter a current patient status. Always select patients from the patient
column.

The Patient Review Log window opens with a detailed audit trail for the
selected patients. Any records removed are show by the Delete Date.

E Patient Review Log

Project Sty Pabent ID dasthor Satus Type DataType Review Diste Delete Cate Date Submet
01 200 T2 OPSYGESTS  Revewed SaFETY A 4HMAR-2013 1. O4-MAR-13
201 2001 T2 OPSYGLESTS  Revewsd SaFETY i 05-MAR-2013 6. 05MAR-13
01 2001 T2 OFSELONG  Revewed SaFeETY i3 FMAR013 L I MAR13
01 2001 712 OPSELONG  Revewsd SAFETY i3 FAA-E L IMAR13
1 2001 1201 OFSELONG  Revewed SAFETY =3 OIAPR-20L3 1. 01-4FR-13
1 2001 2106 OFSELONG  Revewed SAFETY =3 OIAPR-2013 L, 01-4PR-13
01 2001 S126 OFSEFPALMEER] Revewed M AR O5-MAR 3013 0. 05HAR-13
01 2001 $1%6 OPSEFRALMIERT Renewed . 1023 D5MAR-2017 0. a5HaE-13
o1 2001 S126 OPSSLONG  Revewed o 3 AR L FTHAR-13
a1 (2001 s OFSEEUESTS  Revewed | TAEME NS MR- X010, DEHAR-13
201 201 04 OFSEEESTS  Revewed jrTy s OMAR- 01T 1. AR 1 1

You can print the Patient Review Log window by clicking the Printer
icon.

To export the Patient Review Log, open the File menu and click Export to
export your Patient Review Log in Excel files, HTML format or Tabbed
Txt files.

Close the Patient Review Log window.
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Highlight new data

Patient Profile [KA201:2010184110]

There are two ways to highlight new patient data, either at the patient
level or data type level (panel type). The ‘Patient Level” patient review
tracking for ‘New Data’” highlighting will highlight in purple.

New data can be highlighted for patients in Review Admin with
configuration settings. Patients who have been reviewed show a status as
“Reviewed” in the Review Information column. When a patient has new
data added or changed since the last review date time stamp the patient
review status is updated to “Reviewed (New Data)”. These patients
display highlighted in purple. This is to distinguish these patients who
were previously reviewed from those patients never reviewed with a
status of “Not Reviewed”. The highlighting of new data is available in
Workbook Profile and Formatted Profile, but is not available in the
Graphic Patient Profile.

The Patient Review button needs to be clicked ON in order for patient
profiles to run with the highlighting feature on “Reviewed (New Data)”.
Highlighting of data at the observation level only occurs if the patient
had already been reviewed with a previous status of “Reviewed”.

In Reviewed Mode (Patient Tracking Mode), when viewing Workbook
Patient Profiles, select a patient and click Create Profile. When the Patient
Profile displays click the checkbox to “Show New Data Only”.

T & ¥ []show Mew Data Orly
_oncormitant =
Dosage Unik Diose Drug Code Drug Marne Frequency Ongoing?
| | I _
Dosage Lnit Visit: Label Yisik Mo,
| BASELINE 1
|Demngra|:|h'f
Age Childbearing Date af Birth Evaluability Protacol Race
Patential ak Baseline
| 24 2 20-1AM-1967 =1 20 'hike
|Dosage
[Dose Dose Change [ose Units Protocol Sktart Date Stop Date
- Reasan
| 2 2 201 30-JUL-1991 03-ALG-199
Efficacy
Evaluakion
Burning Edema Erythema Exudation Fissures Hyperkﬂratnﬂ
[« [ ]
Patient Profile
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All the panel heading rows are displayed to show they’ve been checked
for new data AND new data rows are displayed highlighted in purple.
New Data Columns behave similarly.

Select a patient with a status “Reviewed (New Data)” and create a patient
profile. Only the new data is highlighted in the patient profile at the
observation level to expedite quick location and review.

The green highlighting only appears if the user is in ‘Data Type’ review
mode. The ‘Data Type’ review mode compares LastReviewDate, at the
DataType (Panel Type) level compared to the last update for that specific
type of data. It highlights ‘new data’ in this mode as green.

The ‘Reviewed (New Data ) ... designation for any patient when this
filter condition is enabled — tells us that the patient has new or updated
AE data since the last AE data was reviewed.

‘Data Highlighting’ is supported if your database/environment is set up
for ‘last change date’ processing, and some or all patients have been
previously been marked as being reviewed (in the patient profile —
patient review tracking area), then that ‘last review date’” information is
compared to the ‘last change date’ for each patient’s data rows.

In that mode, each time the user checks the I-Review’d checkbox for a
patient, a record is added to the PatientReview internal tables, for each of
the types of data the user has declared as being under review, with the
current date/time. Then when new or updated data comes in for any of
those types of data, the last change date is compared to the last review
date for that data type rather than the patient level last review date, and
the data is highlighted in green.
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A Workbook Patient Profile with ‘green” DataType level highlighting
example.

| Wik b, £ 3

Vit Dt GH-OLT-1790 DOCTE
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Ldema I 0 o
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Papuss [ 0 o
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Pain [ [] [
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An example of a Formatted Patient Profile with New Data highlighted at
the Datalype level.

[i3] Formatted Patient Profile [056:5111]

4 il o ® o
F=) M| 4[> [ » )"
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Patient Profile Date: 02FFS2013
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User defined tracking reports

Supplemental reports may be defined using patient selection criteria and
filtering against Review Admin tables to support Patient Review
Tracking. In some circumstances it may be necessary to register Foreign
panels (Patient Review tables) from Review Admin tables and then define
Join Logic. (See Chapter 12: Advanced Topics - Define Join Logic)

After the Foreign panels are made available in IReview and the Join
Logic is saved, then users may define and apply patient selection criteria,
user defined reports and output filters to the data fields in the Patient
Review tables.

E? Define Join Logic

DCh D uestion
=1 REVIEwWADIN =
Patient Mates *J0OIMN™

Patient R eview [details)
Patient B e

Latest Dates
REVIEWADMIN.OBJECTEL
REVIEMWADMIM.OBJECTCA

< |

[uestions:

CASEID
LASTCHAMGEDATE
LASTREVIEWDATE
PROJECT
STUDYID

[

Current logic to jpin- Parel & to Panel B

Defined JOIM pairz
are highlighted with
=10 if the
dezcription

Joins to -»

Jain Operator

<
>

R
nu

DCMQuestion

Adverze Events

AE Caszes [AERS)

AE Events [BERS]

Concomitant Medication
Dermography -

Gluestions:

Accessible TS A
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CPE Mame

[ata Lock Flag

DCM Date

DCM Mame

DCM Subset Mame
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DCM Time
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Cancel
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This is an example of a patient selection criteria selecting all patients not
yet reviewed or with a last date change after the last reviewed date.

[= REVIEWADININ a | Doaliem Ve I,
| Palerd Mute: i ':-‘5T“-'m
F st Flanaess |t |

i UL
it moal rasmengiint WULLY

REVIE\WADAR DRUE CTRLOCKS
FAEAE WD CRJECTCATALDG
AEAEWADMPMN TABLE_CATLG
ACALSAAR LISERGROUF —

REMIE WD LISERGADUPME W
| REVIEWADMI UISERGAOUPUSES =
a1 | * | L >
Ve
Upsdste s | (500 evpression 1o omess | Dinclay oty | Doy o | (7o 5] ems Compare
ket Criterea (T met] Gelect Critewia [S0L] E

1 Ruvinw Lalesl Dale: LASTREVIEWDATE i mizzing|NULL) TISLASTREVIEWIDATE & NIRLL |
2 On = | Patien Review Laten Dt LASTCHANGEDATE »Patiens Reviem Lot 115 LASTCHANGEDATE 3113 LAS TREVIEWDATE |
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Study lock

The privilege to lock or unlock a study is a high level manager function
enabled in Review Admin which allows the user to display a lock status
on an individual study. If a study is not locked, then Review will check
for data updates and new data for that study the first time the user turns
ON the Patient Profile Review Tracking tool that day. This function is for
user viewing purposes and does NOT physically block or prevent data
updates from appearing in IReview.

In Review Admin the REVIEWSTATUSLIMIT option is set to the hour
reference (numeric value) setting the number of hours after the “I
Reviewed” list box is checked, that it can be unchecked. Valid values are
1 to 24 hours where 24 is the default if the option is not set. The check for
data updates are posted once daily at most. This means in study unlock
mode when a user clicks the Patient Review ON button, Review checks
for any new data transactions from the last date time stamp when a
patient was reviewed against the date time stamp of the data
management posted updates.

When a selected study is set to Lock mode the following conditions occur
in the Patient Profile Review Tracking tool.

* The daily process to check if new data is available is turned OFF.

* The patient list in the Patient Profile Browser window will NOT
display the status for “Reviewed (New Data)”.

* The highlighting of new data is turned OFF when a patient profile is
created and viewed.

Select a study and right mouse click to display the floating menu.

Studies
[ Study Sets
[C3 DEMOFROJ
S [13 KA201
@] KAZOT$CURREMNT.
[0 saska Ly Lock

A red lock icon displays for the selected study to identify Lock status.

Studies

[ Study Sets
(Z1 DEMOPROY
-2 ka2
K2201$CURREMNT
(I 5A5KA
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Formatted Patient Profile

Select formatted profile

When you select the Formatted Profile type the format options menu
displays for you to apply setting changes.

[ Page Header/Fooker ] l Sort Qrder ]
[ Farmat Colurmn Headings ] l Preview/Page Setup ]
[ Farmat Colurmn ] ’ Filter Cukput ]

A configuration setting controls whether No panels (None), All panels,
or Critical Study defined panels are included in the profile by default.
Initially if you click create profile the default settings are organized by

panel and visit representation as by row.

(Authoring) Patient Profiles Browser,

Tvpe: Panels: Fanels included: Items;
wiorkbook, Profile Lab Chemistry ~
Graphic Profile Lab Hematalogy
Formatted Profile Lab Urinalysis
Labs

Medical History
IMycological Resulk:
Pivok Panel - Cho ¢
Pivolk Panel - Lab -
Previous Medicatio
R.andomization
Yalidation Demog I W
dm >

GG

[ Add Panels -- = ][ £-- Remove Panels ]

Items included:

l add Subpane! l
Organized By Visit Representation [ Page Header|Footer l ’ Sork Crder ]
(%) Panels: (3) By Raw
O isit ) By Column [ Format Column Headings l l Preview/Page Setup

[] Activate Page Breaks [ Farmat Column I l

Filker Oukpuk ]

I Create
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Activate Page Break

This is a partial view of a formatted profile with default settings.

Formatted Patient Profile [1106:066]

/ -~
Formatted Patient Profile Date: 121502011
1106-066 Time: 10:00
DEMO
ACTEVENT AGE CESTAT CPEVENT DCMDATE DCMTIME Doa DOCHUM INY LAS: PT
1 28 EASELINE 19910822 18621128 DHE4ETIH (=3 1108
ACTEVENT PTSTAT RACE REPEATSN SEX ETUDY SUBSETSN  VISIT_MUMBER
Effizacy
1 Analyzabie Whits 1 Male KAz 1 1
MEDH
ACTEVENT MLLERGY CARDIAC CPEVENT DCMODATE DEMTIME DIABETES DOCHUM DRUGSENS EENT EPILEPSY
1 Vi L) BASELINE 180082 L) Dang1101 L) Ha L]
ACTEVENT GASTRD GENITO HYPERTEN NV LAz MUSCSKEL  NEUROPSY OTHER PT PULMONRY
1 Ho [ Ho 055 Mo Ha Mo 1108 No
ACTEVENT REMAL REPEATSS SHIN STUDY SUBSETSN THYROID WVISIT_MUMBER
] o 1 iy FAZ0T 1 L] 1
AEAE
ACTEVENT AETYPE CREVENT  DCMDATE DCMTIME DOCHUM NV LAE PT REPEATEN  SEACTION
1 ADR  BASELIME 15640822 DASZ3IH (= 1106 1 NoChange
1 Oiher  BASELINE 100ANETT DASEHIH =5 1106 2 NoChangs
ACTEVENT SECODE SEENDD SEENDT SEOMGD  SEONSETD  SEONSETT  SEOUTCME  SEOUTTRT  SERELATD  SERIOUS
EKIn Burmng Highiy
ety i 19310308 5B Riecovered B 3
1 BODY.Surgary 19910920 19910920 Reacovsend Not Radatad e
< | »

The activate page break default is set to OFF. However, you can turn ON
page breaks for Organized By Panel or Visit.

[] Activate Page Breaks

— At the top upper left corner, the first yellow icon is the Add Notes
for patient.

ld| 3 O & 3 |

— Use the plus and minus icons to go to the next or previous patient.

— Use the arrows in the main menu bar to move between pages
within a single patient profile with a sliding scroll bar on the right.

— The plus and minus buttons are to zoom in/out of the view.

— The printer icon is next in the menu bar.
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Apply Page Header and Footer

To enter descriptive information to the Header and Footer area:

1. Click on the Page Header/Footer button to open Profile Page Headers
and Footers window.

Profile Page Headers and Footers

Paneds Items Functions
Define Import SQL_
DEMOGRAP (S45)

Demog Import S0L
Do aphyy

Final

KE reave best

Madcal History
Randamization

Vabdation Demog Imp 5L
YabdationMultiProtocotS0L
it als B Physical Exam

| Add Teod Edit Modes

[ Dste | Patient Selection Criteris | | @ Replace
[ ] Fir | S
Left Center | Right
Fortiiiien Paiant Branis i

SFatient AT

The default settings for Headers are:

a. Default title is the profile type displayed in the center cell as
Formatted Profile with PatientID below.

b. Date and Time on the right.
c. Fontis BOLD 10.

2. Click a particular column/row cell within the template for your item
or text entry location. Each cell can contain up to two items.

3. Use the Edit Modes to Replace or Append changes.

4. Use the various item button selections to add Header information and
the Add Text button to enter free text descriptions.
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5. Click on a cell and use the Scissors icon to delete the selected cell
contents or click the New icon to clear all cell contents.

6. Click the Font button to change font, style and size.
7. Click Display Footers.

B Profile Page Headers and Footers

J &

Displayy
-------- [] Footer Underine

Panels Tterns Functions

_Define Import 5QL_
DEMOGRAP (SAS)
Demog Import S0L
Dremography

Final

KE redw best

M al History
Randomization

Vabidation Demag Imp SCL
vabdationMultProtocalsoL
Vitals & Physical Exam

[ acdtex | Edt Modes

[ Font Il Paga Il Date || patient selection Criteria | (%) Replace

[ patient # || pageeors | Tirme: | Fiter ] © Agpend
Left Center [ Right |

“Outpadt Filler>

[ox_J [coree ]

8. Follow the same steps to enter and make changes to the footer. The
default settings for footers are:

a. Patient Selection Criteria and Output Filter on the Left.
b. Page number on the right.
¢. Underline above the footer.
d. Fontis BOLD 10.
9. Turn the Footer Underline ON or OFF.
10.Click OK to apply format changes.
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Format Column Headings

To apply Overall Column Header Formats:

1. Click on the Format Column Headings button. The Format Column
Headings window opens. The default settings for all column headings
are:

a. Fontis BOLD 8.

b. Overall Alignment - Center.

c. Individual Panel Alignment - Center.

d. Borders set to Underline is ON.
2. Click the Font button to change font, style and size.
3. Change the borders.

4. Apply a Specific Column Header Format by clicking the drop down
list for alignment. Change from default center to auto, left, or right.

5. Change Overall Alignment or Individual Panel Alignment.

6. Optionally, modify column headings to be more descriptive.

7. Click OK to apply format changes.

Format Column Headings

T sample Text Borders
(") Top line and Underline
() Underline
Cverall Alignment
Panels: Individual Panel Alignment
Demography J_\ |.D.utc. w |
Medical Histary
Previous Meadication
Concomitant Medication
Adverse Events
Dosage o
Efficacy Evaluation
My cological Results
Lab Chemiskry w
Specific Column Header Formats
Column Heading |4ge Childbearin... |Date of Birth  |[Evaluability ... |[Investigator  |P
Alignment Cenker Center Center Center Cenker C
£ | >
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Format Columns

To apply overall formats to font, style and size:

1.

Click on the Format Column button to open the Format Column
window. The default settings for all columns are:

a. Fontis Regular 8.
b. Overall Alignment - Auto.

c. Individual Panel Alignment - Auto.

. Change Overall Alignment or Individual Panel Alignment from auto

to left, center or right.

. Click the Individual Panel Alignment drop down list to align the item

display for auto, left, center, or right.

4. Click Row Results to apply Print Change for a particular column.

5.

Click OK to apply format changes.

B Format Column f'5_<|

Sample Temd

Creerall Alignment

Panels:

Individual Panel Alignment

Demographey

redical Hiskory
Previous Medication
Concomikant Medication
Adverse Events
Diosage

Efficacy Evaluation
rycological Results

Lab Chemistry

| Autao b

Specific Column Formats

Column Heading e Childbearing. .. Date of Birth  Ewvaluability ... Investigator P
Alighment Auko ko Bukbo Buko ko it
Print chg F] ] J F Fi
< | >
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Preview/Page Setup

Click Preview/Page Setup to view the Preview window of the formatted
profile.

Select a patient from the list and click Preview.

H Patient Profiles Browser - Subset of patients

[Defne Manx,..J [pumnm,-oFF] |_1-Ra-.m nl,rm-.ej [b‘iew Pahtnthql
T O

You may access the Patient Review Tracking tool by clicking the Patient
Review button to ON.

It is recommended to apply any settings in the following sequence since
sizing of the individual columns on the grid in design mode will change
the column widths. It is advised to set Page Setup before the setting of
the column widths since changing the page orientation, left margin size
or right margin size will set the column widths back to their default
settings.

1. Start with Page Setup.

2. Apply Number of ID Items.

3. Apply Individual Panel Orientation for horizontal versus vertical.
4

. Column width can be set in one of three ways: Shrink to fit columns,
Autosize or adjust individual columns.
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5. Click Refresh to view changes.

[=] Farmatted Patient Profile [KA201: 2010184 208]
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Page Setup

The default display is landscape and the settings are maximum column
width of one inch. The width is set to fit all columns on a page depending
upon the number of columns in the profile. The default number of
columns is “11” of all equal widths.

Page Setup... §|

Orientation Margins {inches)

Left Right

Portrait
© 1 1

To Bottom
(%) Landscape F

Number of ID items

The option to display Number of ID items as represented by the
PatientID and VisitNo has selections for “None’, ‘First Item” or “First 2
Items’. If a panel row wraps beyond the maximum number of columns
defined, you can repeat the display of ‘First Item” or ‘First 2 Items’ onto
the next row. If you select None’ then only the initial row contains ID
items. The selection can be made from All Included Panels or Individual
Panels.

The default setting is for ‘First Item” where the first row of all panels
always displays the PatientID and VisitNo with any wrapped row
displaying the PatientID.
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Panel Orientation

Changing the individual panel orientation is restricted to visit oriented
data collection where one record is collected once for each visit. For
example, vital signs or laboratory results may be collected once for each
patient at a visit. Data collected only once or multiple times for each
patient and not related to a particular visit is restricted to horizontal
display, i.e., Concomitant Medication, Medical History, etc.

1. To change an individual panel orientation, select Individual Panels.
2. Select the panel. The default setting is horizontal.

3. Select the Individual Panel Orientation for horizontal or vertical
orientation.

4. Select vertical orientation and change the Maximum Visits Displayed
in Row selecting from the drop down list. The choices are 5 to 9.

{0 Al Inchuded Panels (*} Indwidoal Paneks
Parwls Mumsbes of 10 hems Sheink Lo
Meddical Mstory = - -~ Fi: oolumns
) &
TR ) None =) Frst ) Frst 2 kems
Ewm‘m o Il_gh'ﬂ.a Ptk Onealice
Ffficacy Ewshasbon () Haremontsl {*) Wertical
Macomum Wists Displayed nRow | 7 5 I:Mﬁh ]
l_—l Wisit 1 | viskz | wist3 | Wisit 4 | Wit 5 | VsitE
—' Pt D 2010184208 2010184208 2000184208 2010164208 20184208 010154208 A
Wik o 1 2 3 + 5 £
Visk Duate DTOCTI9%L 1SOCT-I90 220011991 Z9-OCT-1991  USNOW-1991 |LRNON-1991L
sk Lisbel BASELINE [T LAY 15 DAY 22 DY 23 DAY 43 o

5. Click Refresh to view panel orientation change.

Note: The grid in design mode only displays when you select Individual Panels.
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Column width

* Click the Shrink to Fit Columns and Refresh to view all columns to fit
on the page. All columns are of equal width with horizontal default set
to 11 columns.

e Click the Autosize Columns and Refresh to expand each column to

it’'s maximum width. The individual data column width is adjusted
for heading and data.

goo ™

(&) Al Inchded Pansls () Inchvicsal Panals \

Paneds humber of 1D tems
) Nane: () First Ttem () First 2 e fit cobums

Indnidual Panels Orisntakion
e

Macceniam Visks Displayad in Row
= (&) L[> J0o JO ]

e (Click Individual Panels to display the design grid. Select a panel and
resize individual columns within the selected panel. Click and drag
the cursor on the line between the column heading tabs to the desired
width. Click Refresh.

() A Inchuded Parels (&) Indridsal Panets
Mumbser of 1D Rems Sheirk b
(%) Mone ) Frst Ttem K colamne
Indickial Parasks Orisrtstion /
Redresh
P Vs Displaryed in Foows [_petess )
E} mlm:mmmuwrl AE Text AE Coded Ismm?lnnm
Last ColumminBow | [ | [m] | . . .
Drata }f.r.\‘we reed [INCREASED EPNINGDNFEET SK'IH By sanaation san | facia
[rmsp— N RFASIT) 1T HING O FRRT P e e ~
< 3

* When you select Individual Panels and select a panel, you can apply a
row break at a particular item by clicking the check box for Last
Column in Row. Click Refresh to view your changes.
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Print and Export Patient Profiles

Print patient profile

To print the patient profile of the selected patient:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click |§ , or from the File menu, select Print.

You can access the printer icon from the tool bar within the formatted
patient profile output window to display the Print dialog box.

3. Click OK. A signature line with the date is printed at the bottom of the
worksheet.

Formatted Patient Profile [KAZ01: 2010184 208]

Ero>o

= (8] L2 JL» (]

Patient Profile Browser Scheduler

This is an optional module requiring additional license to work with
Integrated Review and JReview. This optional module provides end
users the ability to schedule many patient profiles to be generated in a
batch, so they do not need to wait for processing of each patient profile
individually. It provides end user scheduling of formatted patient
profiles for batch execution (later one-time or repetitive scheduling).

The user can request batch scheduling of either all patients in a study, or
those selected based on the current Patient Selection Criteria, or just
selected patients. After the scheduled job completes, the formatted
patient profiles are available for review directly through the I-Review or
JReview user interface, or can also be accessed directly as PDFs on the
middle tier Windows server where they’re created.

Note: Scheduling Formatted Patient Profiles requires optional printer server
module.
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Export patient profile

You can use the Export function to export your results. The file options
are dependent upon the result type, and display the appropriate export
file options available.

To export your Workbook Profile in Excel files, HTML format or Tabbed
Txt files:

1. Select the object to export, it must be the active window.

2. Select the File menu and click Export. JReview displays the Save File
window.

3. Select the storage location.
4. Enter the File Name, and select the storage type.

5. Click Save. Your patient profile is exported to the currently selected
directory.

Formatted Patient Profiles can only be exported as PDF files.

B Where should we save the Formatted Patient Profile file?
Save in: |@' Desktop V| ;i ,’;||E|

L (£} My Documents
Bb iy My Computer
My Recent \3 Iy Metwork Places
Documnents [C5) Adobe Captivate 3

My Documents

8

My Cornputer
- d
g‘ File: narne: | | [ Save ]
Iy Metwork
Places Files of type: ¢ pdf) % Cancel
All Files
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After the formatted patient profile is exported, it displays with
bookmarks of the Panel/Question Group or Visit dependent on how the
formatted patient profiled was organized. (Requires an Active X Control to
generate the bookmarks after the file is exported.).

1 Adobe Reader - [test2.PDF] M=
I File Edit View Document Tools ‘Window Help - 8 x
AR N[O @&l el Fe|l|ie-

[_searcn wer [
- E|- Cptionz X :
f —
g | I wisit
B [hvisith £
[==]
fa}
&
3!
)
=
E
[
3

W
-.E'J = 1of & PPl @ 3 |i|l'='l g

Export formatted profiles

Users may export all formatted patient profiles in a given batch to be
copied to the users indicated directory location.

In the Review Output List, right click on the formatted patient profile
output folder for the job to view menu, and select ‘Export All" .
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Object Sorage

For detailed instructions on how to save, retrieve and remove object
specifications (reports, graphs, crosstabs, etc) See Chapter 11: Saving
Objects, plus Alerts Browser.

Close Patient Profiles Browser

Closing the Patient Profiles windows
If you are finished with all Patient Profiles, and do not want to define any
other Patient Profiles: double-click on the close box of the Patient Profiles

Browser window.

Review closes all Patient Profiles windows currently opened.
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Graphic Patient Profiles

Graphic Patient Profile 171
Access Graphic Patient Profile 171
Show Graphic Patient Profile 172

Basic graphic user interface 175

Define Graphic Profile Template 177
Open Patient Profiles Browser 177
Open Graphic Profile Template 178
Select defined template 204
Define study start date 180
Define Visit 183
Define header items 184
Category types 185
Define Category Information 186
Missing data 187
Ongoing Item 187
Time Axis scale 189
Duration Category Type 190
Begin Item 191
Dosage Category Type 192
Text Category Type 193
Laboratory Category Type 195
Time Point Type category 198
Save new template 200
Edit graphic template 201
Update graphic template 202
Remove graphic template 202
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Define Graphic Profile 203
Select graphic profile 203
Select defined template 204
Change Time Axis 205
Change Limit value 206
Display Time items 206
Select categories for display 207
Select items for display 209
Normal range multiplier 212
Create Graphic Patient Profile 214
View Graphic Template 216
Select Alternate Template 217

Graph settings 219
Select settings 219
Appearance options 219

Printing and PDF output settings 220

Color settings 221
Headers and footers 222
Category settings 222

Printing and Exporting Patient Profiles

Print Preview 224

Print patient profile 224
Export graphic profile 225
Edit menu Copy 226

Object Storage 226

Close Patient Profiles Browser 226

Closing the Patient Profiles windows

224

226
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Graphic Patient Profile

Access Graphic Patient Profile

Users with access to the Patient Profiles have the option to access Graphic
Patient Profiles where the data is viewed in intuitive, graphic format. You
can create, execute and save graphic patient profile objects at the global,
project, studygroup and study levels and in either private, usergroup or
public object locations.

The graphic patient profile specifications are created within the limits set
by the currently defined graphic patient profile templates defined in
either JReview or IReview.

* Graphic Patient Profiles display a single patient’s data graphically
over time.

e Itis required to map the “panels” from the Clinical Data Management
System to the “categories” in Review accomplished through Graphic
Patient Profile Templates.

* The activity of creating and editing Graphic Patient Profile Templates
is typically done infrequently.

Note: The Review Administrator application must be updated to allow
the granting of these privileges to specific users or groups.

The patient data is displayed from multiple data domains and plotted
against a common time axis. The display style for each domain depends
upon the kind of data, for example, duration events such as Adverse
Events are plotted as horizontal bars showing the duration of the event,
from onset date to end date.

Graphic patient profiles are very complex, due to the different types of
data can best be represented by different types of graphs. The individual
graphs are aligned along a similar time axis, however, each graph may
consist of a different plot type based upon the type of data “event” that is
depicted. Each graph may be based on data from multiple tables in the
underlying database.
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Show Graphic Patient Profile

i 4

Previously saved graphic patient profiles can be selected and executed
from the Object Explorer window.

—output Specifications

a1 v

= "4 Graphic Patient Profile
GPP &5 Study GPP, -4 to 4 weeks, ContMed Category

GPP 7. Graphic Profile with Time
GPP1: Filter Cutput for Al Included for Visi
P2 Filter an r AE G

GPP4: Project GPP, 0-40 day

[E] Patient Profiles Browser - Subset of patients

=
[ER7
[ER7
GPPE: Al Categories
[E57

GPPE: Study gpp, 0-50 days, 4 Cat, ConMled with BY

JReview opens the Patient Profile Browser which displays a list of
patients who meet the patient selection criteria, or all available patients if
no selection criteria was defined. The first patient listed is the default
selection, or select a patient and click Create Profile.

There is a Review Admin option to automatically create/open the first
patient GPP in the list. The System Administrator would set this default
feature as ON/OFF per the user site preference.

Another Review Admin option will display a “Subset” column in place of
the Study column, to indicate if the patient belongs to a saved patient
subset.

[ceateprofic...]  [DefreMatix..|  [PatentReview: OFF | [ Data Type Review: OFF | | i View Patient Log
O STV O Mot Defined
~
3 KA201 Mot Retneved |
jos3 kaz01 fiot Retieved
lo&3 KAZO1 [Nt Retreved
los3 Kaz01 Mot Retreved
1630 KAzl ot Retneved
1030 Kaz01 ot Retreved
lo30 Kaz01 Mot Retreved
030 ¥az01 ot Retreved |
o0 KAz01 Mot Retrieved |
o =0 " ot Retrieved |
e Kot ot Reeved
056 KA201 Mot Retrieved |
o5 KA1 ot Retneved | a
nee AN Bk Dabriaund | -

172 Chapter 5: Graphic Patient Profiles



The patient data is displayed from multiple data categories and plotted
against a common time axis. The display style for each domain depends
upon the kind of data, for example, duration events such as Adverse
Events are plotted as horizontal bars showing the duration of the event,
from onset date to end date.

There is fixed/frozen viewing behavior applied to the graphic patient
profiles, so the user always sees the following information:

e If the Header area was defined for the graphic patient profile, it
always displays for example: treatment, completion status, etc.

* Left side axis text to always view Adverse Event, Conmed, or other
text.

* Right side axis text for the Legend Box details/text to see the
appropriate legend for a particular part of the GPP.

* Day/ Visit Axis is always in view to avoid additional scrolling.
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So essentially the body of the graph ‘scrolls’ within these 4 frozen areas,
always keeping its anchor to the corresponding information.

Graphical Patient Profile [ 7112:065]
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Basic graphic user interface

Once the graphic patient profile displays, the following functions are
available to assist you in further examining each graphic data display.

e Use the scroll bar to move through the multiple graphic plots within
the patient.

* Select a data point on a graph display and left mouse click to select
and invoke drill down with the Data Browser.

aphical Patient Profile [7209:065]
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* On the Control bar (located at the left side of categories) with the box
icon; use the left mouse to minimize and maximize the category.

Efficacy
Eurning 0 0 1
Edama 0 0 0
Erythema 2 2 2
Pain [u] (4] 1

* The first button in the toolbar is to apply Patient Notes. (See Chapter 3
Data Browser: section for Patient Notes)

* The second button in the toolbar is for Show Settings. (See section for
Graph Setting)

= I == B o e T T |

e To move between patients, use the icons in the toolbar with the
appearance of little pages with - and + signs. The first page button
always takes you to the first patient. The second page button moves
you one patient back. The third page button moves you one patient
forward. The last page button always takes you to the last patient.

* Use the last scale icons to adjust the scale to decrease or increase the
plot for compressing or expanding the rows.

= L -k
Super Users are able to save templates at the object storage level for glo-

bal, project, study group and study levels as only one per level. The tem-
plates are saved at the object storage location for public only.

Once a graphic patient profile is saved the template information is saved
with the profile. Therefore, a saved profile uses the original template
information that existed at the time it was created to avoid conflicts with
updated or newly created templates.

ERE
=

The last multi-color icon is to show (default) or hide category colored
labels in the GPP output display.
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Define Graphic Profile Template

Open Patient Profiles Browser

Prior to defining a graphic patient profile for time, select categories and
plot types a graphic patient profile template is required to access those
included categories and define the study start.

Click on the toolbar or from the Browse menu, select Patient
Profiles.

JReview opens the Patient Profiles Browser window to the default profile
type for Workbook Profile. Click on the Graphic Profile type.

B (Authoring) Patient Profiles Browser

&
v
[ Addcategories —> || <~RemoveCategories | |  AddQuestions—> || <—Remove Questions |
Template Tmﬂns_ = - Plok Types
Seale unit: |Day “ Lirst: | 90
[¥] Show Legends
ersion Uit start: [0 Stop: | 14
rwmfy | s _
Create [ || Fiter Qutput | [Ecit Graphic Templat...
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Open Graphic Profile Template

| Temgiate

Create

A Graphic Patient Profile template must be defined first before users can
create graphic patient profile specifications.

SuperUsers with the privilege to “Create Graphic Patient Profile
Templates” access the Graphic Patient Profile template feature from the
Patient Profiles Browser window within the Graphic Profile option.

If none exists, a message displays and the user is exited from the graphic
patient profile option. If you have authoring privileges to define a
graphic template; a message box displays asking if you wish to create a
template now.

Click Yes and the Graphic Patient Profile Template window opens.

' L] '1 Mo saved kemplates exist at any lewel, Do you wish to creake a template?
L

es Mo

Time Axts Plat Types
Scale unit: | Day w | Limitz (90
[#] Show Legends
Uit start: |0 Stop: |14
Hour start: Stop:

If there are previous graphic templates already saved, click on the Edit
Graphic Template button to open the Graphic Patient Profile Template
window.

|| Fiter output  |[Edit Graphic Templat...|
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The current graphic template will be displayed. Click the Clear Template
button to define a new graphic patient profile template.

The Graphic Patient Profile Template is where the “Categories” used by
the end user within the Graphic Patient Profiles are matched to the
“panels” and “items” from the database. For some categories, such as
labs, select as many possible items. Then during creation of the Graphic
Patient Profile, the user has more selection options similar to a menu.

The Graphic Patient Profile Template dialogs are dependent upon the
category. The type of information collected will vary to generate text,
duration bar or numeric plots.

Graphic Patient Profile Template
Study Start Visit:

Mo, Ttem -

Day:
[] Calculate Relative Days based on Study Start D... &0 O1
Date [tem —>

[ore ]

Category: Subcategory: Category Info (bolded items are required:
_Header_* Clear T
Adverse Events

Concomitant Medications

Dosage (Exposure)

Efficacy

Laberatory Tests

Previous Medications

Text

Treatment

Vital Signs & Physical Exal

i

L b4 | Add Subcategory ]
DCM fQuest. .. Questions Functions

Version: - [ Save As... ][ Remo'.re]
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Define study start date

Entry of the Study Start Date is required unless the database utilizes an
item for day calculations.

The Study Start check box is defaulted ON for “Calculate Relative days
based on Study Start Item (and possibly Date Criteria)?”. When checked,
you must define an item that contains a unique single value for each
patient’s study start date as Day 1 or Day 0.

For example, a date item located on a single record per patient such as
the Demography data panel. If a multiple record data panel is chosen,
then the selected date item requires the Date Criteria be applied to filter
down to a unique patient study start date such as visit label is baseline,
visit number is 1, etc.

The Study Start Date is required to create a Graphic Patient Profile.
Therefore, if you forget to enter a study start date you would be unable
to save the template.

If your database contains a calculated Day item, then you can uncheck
the Study Start box and all other items in the Study Start box are
disabled. The buttons previously labeled as “Date” then display as “Day”
when you enter details for the various categories.

Enter the precalculated Day item created in your database (not JReview).
You are required to select at least one item per defined category that
contains numeric values denoting relative days from study start (i.e., for
a single event category such as “Laboratory Test” you would enter an
item containing values of the relative day the lab test was performed).
The relative day item would be another item located in the same panel.
For duration events such as “Adverse Events” you would enter the item
containing the values of the relative day each Adverse Event started and
a second item containing the relative day each Adverse Event ended.
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1. To enter the Study Start Date Item, select a panel and date item. Click
Date Item.

2. Enter the date item as Day 0 or Day 1.

Graphic Patient Profile Template

Study Start isit:
: it
[¥] Calaudate Relative Days based on Study StartD... ®0 O1
DCM Date- Date Criteria |

Category: Subcategory: Category Info (bolded items are required:
_Header_* Clear Temgl...
Adverse Events
Concomitant Medications
Dosage (Exposure)
Efficacy
Laboratory Tests
Previous Medcations
Text
Treatment
Vital Signs & Phiysical Exan
: * [ esbormny
DCMQuest... Questions Functions
 AE A | DocumentN mctual value
&+ CONMED Site Orade date
= DEMOGRS Investigator Crade date (mn

Demag Patient Orade date (dd
* DOSAGE Accessible T Calendar Year
 EVAL Login TS Calendar Month
+ FINAL LstChg Ts Calendar Day
& LAB_CHEY Data Lock
& LAB_HEM CPE Name
suer  EEIETE
+ MEDHIST DCM Time:
FMYCOLOCY  Repeats ¥
< > £ > < >
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If you had entered a study start date from a multiple record panel then
you need to further specify the date by clicking Date Criteria. For
example, if you had selected the Start Date item from the Dosage Panel,
the Date Criteria is required for this multiple record panel.

The Study Start Date Criteria window opens for you to specify details
such as a visit label or visit number for your selected date.

= Study Start Date Criteria

~Psnelz; ————————— rtemms ——————— rFunctions:————————— rOperator
Previous Medication v it Label v
Concomttant Medication || protocal B bhaseling value .
o || | Irvvestigator endpaint value «
Fii:fgrap t Pat. Mo NEW Baseline -
) Start Date MEWY Enclpcirit 2=
Lab Chemistry Ston Date ) .
Lab Hematology . P Efficacy Bazeline == .
Lab Urinalysis nee . Gontains: L3
Adverse Everts Doze Units doesn't contain:
e e s i ¥ | Doze Change - Reason — beging with:
3 | * | LvERTOT v - v
Walue
Save Fitter [ ADD expression H Dizplay Stats ]Display Yalues lltem Compare ” Define Parameter
Al Re=sult Fiter (Text) Reszult Fiter (S2L)

2 Unique ¥alues for Dosage.Visit Label

Subset using Select Criteria? [ A0D expression ]

3. Click Save Filter and close the window.

The Date Criteria button status changes to ‘Date Criteria ON’.

£ Graphic Patient Profile Template

Study Start

Calculate Relative Days hased on Study Sta.. [

Wisit:

Day: [

®o O l

Mo. fem --= ]

Date ke --= ]

Date fem --=

Start Date [ Date Criteria is O
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Define Visit

You can optionally calculate relative “Days on Drug” to plot the graphic
display with multiple Visit information. Study Start Date and Visit
information are independent functions from each other and can utilize
dates from different panel sources.

Information entered in the Visit function for “No. Item” and “Date Item”
are required to come from the same panel source as the entries for Visit
Number and Visit Date. The resulting calculation for relative “Days on
Drug” is displayed and plotted against the visit number along the X Axis
on the graphic profile.

For example, if Demography Visit Date is entered as the Study Start Date
and you need the graphic display plotted against the relative days
calculated from the multiple visit Efficacy panel. By entering Efficacy
Visit No item and Visit Date for the Visit information calculates the
relative days between the two date items and is plotted on the graphic
profile.

£ Graphic Patient Profile Template

Skudy Start

Wisik:

Calculate Relative Days based on Study | &)

0 01 Date Item --=

Cate Ikem --= DCM Dake Date Criteria is. ..
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Define header items

Adding a header is optional. The PatientID defaults if left blank.

4.
5.

Category: Subcategory: Category Info (bolded items are required:
Clear Temg...
Adverse Events
Concomitant Medications
Dosage (Exposure)
Efficacy
Laboratory Tests
Previous Medications
Text
Treatment
vital Signs & Physical Exal
[ ~ Header Items —> ] race
Sex
AGE

¢ » COMPLETE
DCM/Questi...  Questions Funcbons
wa A OQatmos TR
mCONMED | Lab
[ DEMOGRS Lab Range £

vy || O
- Lab T
iy
[5] FINAL DISCREAS

DISCDATE
@ LAB_CHEr  SIDEFFECT
[+ LAB_HEM CONMED
] LAB_URIM SAFETY
[# MEDHIST v DISCEY  »

< > < >

Click Header from the Category list.

Go to the Panels list and Items list to select and add header items to
display in the graphic patient profile.

. Click Header Items button to add items. Highlight and click scissors

in the tool bar to remove items.
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Category types

Different types of data can be best represented by different types of
graphs. Data with start and stop dates (i.e., duration events) are graphed
as horizontal bar charts over time. Data collected on a given date(s) as
time point events (i.e., labs, vitals) are graphed as scatter plot graphs.
Data with no date associated are displayed as text.

Different information about data panels/tables and items/fields are
needed in order to create each type of graph (bar, line or scatter). This
database information may come from multiple database panels/tables
and are organized into a data category. The data category “bucket”
contains the type of data (or event) to be graphed; the type of graphs to
be plotted for this type of data (or event); and additional necessary
information on panels/tables and items/fields to get the correct data
from the database to generate the desired graphs (i.e., lab normals).

* A data category contains specifications about the
data for a specific type of data “event”.

* Allows for these specifications to be based on multiple database
tables restricting that only one-to-one or one-to-many table
relationships be allowed.

* Associates the type of data event to be graphed with the
appropriate types of plots.

The following table lists the data categories.
Category Type Definition Plot Type(s)

Duration Data collection event that has a start and Horizontal Bar
stop time point.

Time Plot Data collection event that occurred at a Data Value
specific point in time. Line Plot
Lab Lab test data collection event that can be Scatter Plot
compared to normal range values if they are Line Plot
defined in the data. Trend Plot
Data Value
Dosage Dosage data collection event that has a Vertical Bar

standardized dose value and start and stop
time points.

Non-Time Data not associated with a specific pointin  Free form text
Aligned or time (i.e., gender, sex)
Text

Define Graphic Profile Template 185



Define Category Information

The SuperUser specifies the category information from a pre-defined
categories list and can further select or Add Subcategory to create user
defined subcategories for Adverse Events, Laboratory Tests, Text, etc.

1.

Select a Category to display the corresponding template for entering
category information.

. Optionally, if the category collects time data, click the Include time

items box to activate the time items to display with the date items.

. Select the Panel(s) and Items to define the category information. Select

the item function as actual value or decoded value.

. Repeat the steps to add or select a subcategory. Click the Clear button

to remove current items and reselect items. Or, click Delete to remove
a user defined subcategory.

. Click the Add Subcategory button to add a new subcategory.

When a category is added an asterisk displays next to the category in
the category list noting it has been defined.

Category: Subcategory: Category Info (bolded items are required:
_Header_= [ CearTempl.. | Delete |
SAE ——
Concomitant Medications [¥] Indude time items (as well as date)?
Dosage (Exposure) [ Add Ttem —> | AE coded
Efficacy
Laboratory Tests [ Start Liate ftem ==> | Onset Date
Previous Medications [ Stop Date Item —> | End Date
?nmnt [ Begin Item —> I
Tea
Vital Signs & Physical Exa [ Ongoing Item —> ng-.g,sf
[ BY Variables —> | tntesity

4 * [ Addsubcategory |

DCMfQuest... Questions Functions
ok & CEGMI. SRR
L CME Intesity - [ Start Time Item => | onset Tme
EIDEMOGRI | Therapy for [ Stop Time Ttem -3 | End Time

Demogrz Ongoing AE
[+ DOSAGE End Date
[# EVAL End Time
[= FINAL Related to I
Final Outcome

@ LAB_CHE Dutcome be
¥ LAB_HEM AE Text
HLAB_URIN™|  AE coded ™

4 > < >
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Missing data

Missing data is displayed for line plots and scatter plots as blank.
Duration plots will display as an empty box for a missing BY variable
value.

Only Adverse Event and Concmed data for duration plots are handled
with the ‘B’ and ‘E’ display. This condition only applies to these two
categories. If an Adverse Event or Conmed have a missing Start date, and
only have an End Date, then display a ‘E’ for End at the stop day. If an
Adverse Event or Conmed have a missing Stop date, and only have a
start date, then display a ‘B’ for begin at the start day.

Ongoing would have a start date/day, and no stop date, but the ongoing
flag would be set. In this situation, the duration bar continues as
drawn/displayed all the way to the right, with a right arrow at the very
end.

These display details are driven by the “Ongoing” template entry if
present or blank, and how it is defined in the graphic profile for “Limit”
setting.

Ongoing Item

Table1: Ongoing statusisnot collected during the study,
and the‘Ongoing Item’ set to blank in the Template.

Date Graph
Start Date | Stop Date ;2P
Status Display
Present Present Both Start Duration Bar
and Stop
Dates were
entered.
Present Blank Missing Stop | Letter ‘B” in
Date. Start Date
Blank Present Missing Start | Letter ‘E” in
Date. Stop Date
Blank Blank Both dates Blank
missing.
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Table 2: Ongoing statusis collected during study, and the ‘Ongoing
Item’ isentered in the Template.

Date Ongoin Graph
Start Date | Stop Date gomnsg rap
Status Status Display
Present Present Both Start Blank Duration Bar
and Stop
Dates were
entered.
Present Present Both Start Present Ongoing Bar
and Stop
Dates were
entered.
Present Blank Missing Stop | Present Ongoing Bar
Date.
Blank Present Missing Start | Blank Letter ‘E’ in
Date. Stop Date
Blank Blank Both dates Blank Blank
missing.
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Time Axis scale

If you include time data items in any category definition by clicking the
‘Include time items’ checkbox, then Start and Stop Time Items will
display for entry. In addition, the Time Axis scale in the graphic patient
profile will include hours and minutes. The default displays the date
items and ‘Include time items’ as unchecked for displaying time items.

v Include time tems [as well as date]?

The following conditions are true with time items present:

* Existing templates and objects without the option for time are still
processed from a prior release.

* Time is stored as days.hours in saved graphic patient profile objects so
prior versions of the Review client will retrieve correctly in days.

* New templates will include the time option but you cannot go back
and edit an existing template from a prior release.

e Time items of type character, numeric or time will process.

* Hours and Minutes are included in the Time Axis scale if the time item
was included in the opened template and graphic patient profile
object.

* Hours and Minutes are not included in the Time Axis scale if no time
items were included in the opened template and graphic patient
profile object.

* If anew graphic patient profile object is opened with hours as the scale
with an older Review client, then the scale will present in days and the
data will display accurately.

* Negative days and hours are handled.
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Duration Category Type

Duration type categories include Adverse Events, Concomitant
Medications, Previous Medications and Treatment require the following

item information to be entered:

* Add Item is the field to be graphed.

* Ongoing Item and BY Variables are optional. The BY Variables

display details as a legend option.

Categary: Subcategory: Category Info (bolded items are required:
_Header_* [ CearTemgl... || Delete |
Adverse Events™® T
Concomtant Medicabans [ Indude time items (as well as date)?
Dosage (Exposure) [ Add Ttem —> ] orug Code
Efficacy
Laberatory Tests ( Start Date Item -—-> | startDate
Previous Medications | Stop Date Item —-> | stop Date
Wi ( Begin Item —> ]
Treatment
Vital Signs & Physical Exar ( Ongoing Item —> | ongong?
i BY Variables -—:> § Dose

¢ > [ addsubcategory |
= AE A StartDate & [FITEpETS

Adverse Drug Mame chg from previo
[=] CONMED Drug Code

aocomiiilioose |

[= DEMOGRA Dose Uit

Demogrz Frequency
[+ DOSAGE PRN
[+ EVAL Stop Date
= FINAL Ongoing?

Final NI ni desc

[# LAB_CHEY NI ni dura
[£ LAB_HEM ™ NT etelan

8l @ &

> < >
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Begin Item

In the GPP template, you may specify a variable for end continued as
“Ongoing”, but also for begin continued. For example, in some clinical
trials the medication was started a long time before trial start. Therefore,
it is sufficient to specify "begin continued" instead of a real start date.
The ‘Begin Item’ allows you to specify the begin continued variable
directly in the GPP template.

The Begin Continued Item is located above the Ongoing Item in
individual category definitions. This item only applies to categories with
a Start Date item such as Adverse Events, Conmeds (duration types), or
Dosage. The selected field works the same as the Ongoing field. If value
is empty or has a first character beginning with “N”, it will be assumed to
not signify a begin date before the study start. Otherwise, it will be
treated as such and will be displayed as an arrow from the left side of the
display through to the end date of the display line.

Internally if Begin Continue item is not empty for a category, then the
value would be checked to see if the start date should be set to Jan 1,
1990.

Category: Subcategory: Category Info (bolded items are required:
_Header_* (s ] [ CearTempl.. ||  Deee |
Adverse Events® —
omitant Medcations [] indude time items (as well as date)?
Dosage (Exposure) [ Add Ttem —> i Drug Code
Efficacy
Laboratory Tests [ Start Date Item —> | startDate
Previous Medications Stop Date Item -—> | stop Date
Text "
Begin Item - Ongaing?
Treatment :
Vital Signs & Physical Exa Ongoing Ttem =2
[ BY Variables - ] Dose

$ > [ addsubcategory |
DCMfQuesti... Questions Functions
Sa A swetowe A DEEEET

Adverse Drug Name
= CONMED Drug Code

Concom I EE
=] DEMOGR Dose Unit

Demogre Frequency
¥ DOSAGE PRIN
+ EVAL Stop Date
2 P

Final NI ri desc
[¥ LAB_CHE? NI ni dura
B LAB_PB" ¥ MT etdzn
< > < >
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Dosage Category Type

The dosage category is a special case of duration requiring a numeric
field representing dosage values for the item to graph. The dosage
category supports multiple dosing regimens when you add

subcategories.
Categaory: Subcategory: Category Info (bolded items are required:
_Header_* E [ Ceartempl... || Delete |
Adverse Evenis™
Concomitant Medicabons® [] indude time items (as wel as date)?
Dos Item —> Dose
e [ setoeien— )
Laboratory Tests Start Date Item —> Start Date
Previous Medications [ Stop Date Ttem -—> | stop Date
Text -
Ttem —

Treatment [ Begn 2 J
vital Signs & Physical Exas [ Ongoing Ttem —> ]

| BY Variables —> ]

b | & [ Add Subcategory ]
= AE & Qualifying V. ~ actual value
Adverse Qualifying Q baselne value

= CONMED Lab chg from baselir

Concomi Lab Range £ % chyg from bas
= DEMOGRS | Lab Assignm endpoint value

Demogre Lab Id chyg from previo
= DOSAGE Start Date IR Testing Endp
endpoint new &
[ EVAL Stop Date v2
= FINAL Dose Unit midpoint new ey
Final Dose Chang
MLAB CHE ™| NI NI AEn™
a3l = Al = < >
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Text Category Type

The text category is a text type which initially contains no subcategories.
The SuperUser defines subcategories and assigns specific database
items/fields from the panels/tables to either categorize itself or a
subcategory. The items are displayed as non-time aligned data.

To add a Text Category:

1. Select Text in the Category list and click Add Subcategory button.
2. The Add New Subcategory window opens for you to enter the

subcategory.

3. Click OK.
Category: Subcategory: Category Info (bolded items are required:
Header A ((ceatemt.. ) oo ]
Adverse Events™
Concomitant Medications® Add New SubCategory
Efficacy o What would you like to call new subcatego...
Laboratory Tests AE Desaription|
Previous Medications
=n
Treatment
Vital Sigris & Physical Exa

| Text [tems —> |

< > l Add Subcategory J
DCMfQuest Questions Functions

Demagre Lab Id chg from previo
[=] DOSAGE Start Date IR Testing Endg
Y EENE | eontnewe
[ EVAL Stop Date w2
[= FINAL Dose Unit midipoint new ey
Final Dose Chang
FLAB CHE™| NI NI AEn™
< > £ » £ Ed
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4. Select the Panel(s) and item(s).
5. Click the Text Items button to add.

Category: Subcategory: Category Info (bolded items are required:
Header * e
Adwverse Events®
Concomitant Medications*
Dosage (Exposure)®
Efficacy
Laboratory Tests
Previous Medications
et |
Treatment
Vital Signs & Physical Exa
| Text Items —> AE Text
S 2 [ addsubcategory |
DCM/Quesh...  Questions Functions
= AE A Changeinlra| Rl PC RO
EEE | Therapy for
=] CONMED Ongoing AE
Concomi End Date
EIDEMOGR/ | End Time
Demogrz Related to i
= DOSAGE Outcome
Dosage Qutcome be
@ EVAL
[= FINAL AE coded
Final Serious?
HLAB_CHEI™  AE Type (de ¥

£ = < ¥

6. The Text subcategory is added. Click the Delete button to remove.
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Category:

Header *
Adverse Events™
Cancomitant Medications®
Dosage (Exposure)™
Efficacy

Previous Medications
Text™
Treatment

Vital Signs & Physical Exa

Laboratory Category Type

The laboratory category is special due to the fact that lab data can be
structured in either a horizontal (a separate field for each lab test) or
vertical (one field for the lab test name and a second field for the lab result
value for all labs) format. In addition, vertical lab data has each lab test
associated with a lab normal range and units which may or may not be in

another table.

Horizontal panel structure requires:
* Date Item - the field containing the date of the event.
* Item(s) - the fields which the user may select for graphing.

Subcategory:

_AlL
Lab Hematology
Lab Urinalysis

|

Categary Info (bolded items are required:
Panel Strucutre | Ceartempl... ||  Delete
Otoizontd O Vertal [ Inchude time items (as well as date)?
[ Date Item —-> [DCMD!‘!
i Lab Test Items > | Albumin ~
Alkalne Phosphatase
Creatinine
Bilrubin, total
Uric Add -
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Vertical panel structure requires:

< Unique Yalues for Labs (Vertical).LABYAR

Date Item - the field containing the date of the event.
Lab Test Name Item - the field containing the lab test name.

Lab Result Name Item - the field containing the lab test result or
value.

Lab Test(s) - the list of lab tests which the user may select for
graphing. The overall list of lab test names is derived from the lab
test name data item.

To select multiple contiguous values, click on a value and drag over
the other values. To select multiple non-contiguous values, click on
a value and hold down the Ctrl key when clicking the other values.

o=1E3

TP

| [

foH

| ]

| ]

Isco

SGP

ZTP

I |:| Subzet uzing Select Criteria? l ADD expression ]|
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Category: Subcategory: Category Info (bolded items are required:
Header_* Al Panel Struastre | CearTempl.. ||  Delete |
:‘:;:sm:mm t‘:mﬁ;‘;f O Hartaotal ) Verkcal [ ndude time items (as well as date)?
Dosage (Exposure)® Lab Urinalysis [ Date Ttem —> | vistr_pate
I =
T o > ues
Previous Medications [ tebResutvaeltem —> | rLasva
Text®
Treatment
Vital Signs & Physical Exa
[ Lab Tests —-> ] ALK A
BT
BUA

< * [ Add subcategory | m
DM fi...  Questions Functions s
- e R VISTT A ETEpET Unit Ttem —>
o001 o oo™ pmarevn:
[ KA201 s e from el

AL A EAGENO % chg l'ram::s

AGEREP endpoint v

I-:il\zuu RID ) o presdo [#] Mormal Ranges?

L VISIT_LABEL RTestngEnde | Normal High Item ~-> | noRM_HIGH
5] REVIEWA e e
# bob1234¢ endpoin [ Normal Low Ttem —> ] norM_Low
mSystan Tt ||| ooen- i
[ ARRS NORM_LOW midpoint new e\
¥ AERS Dat etin il
EASSIALG| aBnORMAL W

< > < >

< >

Unit Item - are the units associated with the lab tests.

Normal Ranges - are the normal ranges for the lab tests. Click this box
to enter the Normal High Item and Normal Low Item.

Note:This assumes that a join criteria has been previously defined between the
lab and normal range panels.

Normal High Item - the field containing the lab normal high value.
Normal Low Item - the field containing the lab normal low value.
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Time Point Type category

Time point type categories also includes Vitals and Efficacy panels and
may be either horizontal or vertical.

Panel Structure: * Horizantal © Yertical

Horizontal panel structure requires:
* Date Item - the field containing the date of the event.
* Item(s) - the fields which the user may select for graphing.

Category: Subcategary: Category Info (bolded items are required:
reade * EO e Sroe =
cmti?‘h:ﬁ:am= .EhCG\-acAIExm ® e Qe [[] indude time items (as well as date)?
Dosage (Exposure)™ Vital Signs I Date Ttem —> IDCMDate
Efficacy
Laboratory Tests™
Previous Medications
Text®
Treatment
[Vital Signs & Physical Exal
| Measurement Items -—-> Blood Pressure - systolic

Blood Pressure - diastolic

PLULSE
- | 2/ [ addSubcategory | Respiratory Rate

: Temperature

k. Lsi Ts Or. e
[+ PREVMED
[ RANDOMI Data Lodk A Orade date (mn

= VITALS CPE Name Orade date (dd
Tawy  DEITTN | coercavex

= KAZ01 DCM Tirme Calendar Manth
KAZOLA Repeat & Calendar Day
Kaz01.a| | | Actual Even
KAZ0L.L Sub Event

I REVIEWA Visit

Mboblz3r ,  Qualfying V.
:r.r_.--.nm.r-v Mquv
dii s ai < >
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Vertical panel structure requires:
* Date Item - the field containing the date of the event.

* Measurement Name Item - the field containing the measurement
name.

* Measurement Value Item - the field containing the measurement
value.

* Measurements - the list of measurements which the user may select
for graphing. The overall list of measurement names is derived
from the measurement name field.

In the example, the ‘Mycological Results’ category was added as a
subcategory and panel structure selected for vertical format.

Category: Subcategory: Category Info (bolded items are required:
_Header_* AL Fanel Strucutre [ Ceartempl... || Delete |
Adverse Events™ Horizon ; =
e o @ Vet [ Include time items (a5 well as date)?
Dosage (Exposure)™ [ Date Item —> Date Sent to Central Lab

fhicacy™ i—m—-—-—-——m-—-T—-—-i
Laboratory Tests® : e Oolture 1D
Previous Medications [ Measuwrement value Item —> | Final Culture Resuit
Text®
Treatment
Vital Signs & Physical Ex..

| Measurements —> ]

< > | addsubcategory |
aMvcoocdl || Sl octual vale | Unit Item —>
= MYCOLOC Lab R c v l ]

itvcolook Lab Assignm endpoint value

[ PREVMED Lab 1d

 RANDOM IR Testing Endr
LL:'. VITALS KOH Exam { endpoint new &
Cljh.l'!ﬂn‘lt w2

Vitals &1
: Date Cufture midpoint new e
5 KA201 Date Sent k&
KAZ0LA| | Fnal Culture

KA20L.4
Lraors | EER
HREVIEWA | NI NIGob v
< > ¢ 5 < »

£ Unique Yalues for Mycological Results, Final Culture ... [Z”E"E|

[] Suzet uzing Seledt Crieria? ADD expreasion

Define Graphic Profile Template 199



Save new template

When you have added all categories and subcategories to the template,

click Save As.

Template

Level:

e (o ]
Descripbon:

The Save Template window opens to save the new ‘Template Definition’.
The Graph Patient Profile Template definition allows the builder to save
multiple named templates at each object storage level, as well as
retrieving previous versions of each.

Super Users are able to save templates at the object storage level for
global, project and study levels. If the study selected belongs to a Study
Group previously defined in ReviewAdmin, then the Study Group
option is also available. The templates are saved at the object storage
location for public only.

Select the Template Level to save and enter the template Description.

Click OK.
Save Template El
Template
Level:
) Global (&) Project () Study () StudyGroup
Descripion

Project Level Template - AE, Congmed Labs

o (o=

The message window displays the template has been saved.

£ Warning

& Template Saved.
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Edit graphic template

The Edit Graphic Template button is available if the user has permission
to save or edit an existing template. Also, use the Edit Graphic Template
button to add a new template not previously defined. Click on the Open
Template button, to edit a previously saved graphic template.

Termplate Time Axis Pt Types
Scale unit: Day £ Limnitz 90
[#] Shomw Legerss
Uit start: 0 Stope | 14
Open Template Hour start: Stope
Create | || Fiter Output ]L Echt Graphe: Template. ..

Open Template

Level Description

Study Study Level Template |1 OPS_ILOMNG ZE-MAR-13 10066

Project Project Level Templa... 1 | CP5_ILONG [27MAR-13 10065

The Open Template window displays a list of previously saved graphic
templates. Multiple graphic templates may be saved at each object level,
as well as multiple versions of a particular graphic template. The same
graphic template saved multiple times with changes will be saved with
the same Object Index number. A new/different template description
will be saved with a new object - new Object Index number to distinguish
each saved graphic template. The Versions are listed to show the most
recent updates for each graphic Template Description.

Select the graphic template from the list and click OK. The Graphic
Patient Profile Template window opens for the selected graphic
template to edit.

(%)

Click on & column heading to sort on that column or to dear the sort keys.

Description Viersion Study Group Basthor Create Date Object Index

Study Level Temglate 2

o] (oot ]
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Template
Level:

Version:

Description:

Study
2

Study Level Template

When defining or updating a Graphic Patient Profile definition, the user
can choose to either continue to use the internally stored, referenced
graphic template, or to update the definition to reference a different
template definition. Rather than just saving a template at one of the
available Object Storage Levels, the builder can use the similar actions
used for Save/SaveAs dialog options at the bottom of the GPP Template
window.

Another way to select a graphic template to edit is to click on the Edit
Graphic Template button. Initially the Graphic Patient Prfoile Template
window opens to what ever graphic template is currently active. Click
Open at the bottom of the window and use the previous steps.

Update graphic template

After you have applied changes to the selected graphic template:

* Click Save to save your updates to the current selected graphic
template Description and Object Index number. This save will
generate a new version for the selected graphic template.

* Click Save As to save as a new graphic template with a different
graphic template Description and Object Index number.

You may also use the Save As to copy a graphic template. Select and
modify a previously saved graphic template, then you could save at a
new object storage level, with new description and Object Index number.

Remove graphic template

Select the graphic template and click Remove. All versions for the
selected graphic template Description associated with the Object Index
number are removed.
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Define Graphic Profile

Select graphic profile

After graphic patient profile templates have been defined and saved then
users with access in authoring mode can create, execute and save graphic
patient profile objects at the global, project, study group and study levels
and in either local, usergroup or public object locations.

1. Click , or from the Browse menu, select Patient Profiles.

2. The Patient Profile Browser window opens, select Graphic Profile as
the type.

B (Authoring) Patient Profiles Browser

Type:

Workbook Profie
Graphic Profie
Formatted Profle

Template

o=

Categones: Categonies induded: Questions: Questions included:
_Header_ _Header_
Adverse Events

Concomitant Medications

Dasage (Exposure)

Mycology Resuits

Lab Chemistry

Lab Hematology

Lab Urinalysis

Vertical Labs

Text

Treatment

Vital Signs & Physical Exan

E[E|

4 *

Add Categories —> || <—Remove Categories | [  Add Questions > || <—Remove Questions |

Time Axis Plot Types
Scaleunit: Day  w| Lmit: |90

Unit start: |0 Stop: 14

Hour start: Stop:

[ Fiter output |t Graphic Templat...
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Select defined template

Next, you must select a graphic template before defining a graphic
patient profile. Graphic templates are saved at various object storage
levels and may include multiple versions.

3. Click on the Open Template button. The Open Template window
displays a list of saved graphic templates.

4. Select the Template Level Description and preferred version, then
click OK. The selected template level is loaded to define the graphic
profile.

Open Template

(Chick on a column heading to sort on that column or | dick here to dear the sort keys.

Level Description Description Version Study Group Austhor Create Date Object Index
Study Study Level Template |1
Sy Study Level Template 2 OPS_1LONG H-MAR-13 10085
Project _Fro_rectL!v\ethimla... 1 | DPS_LONG 2TMAR-13 10065
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Change Time Axis

You can define the Time Axis before or after you select your categories
and items. When you enter the Time Axis once for any category, it will
default across all the selected categories as the common time axis. If time
items are included in any of the defined categories then the Time Axis
will include the options to select Hours or Minutes.

5. You can change the Time Axis defaults for the graph plots by selecting
from the dropdown Scale list and entering the Start and Stop range.

Titme Axis
Scale Unit:  |Day  Limnit: g0
Unit Start;  [Minutes IStop 14
Haours
Haur Start:
ieek
tarith
" Ear

Simply enter the Start and Stop value for the selected time scale. The Start
and Stop values are strictly for the purpose to define the desired ‘view
port’ of number of days (or weeks, etc.) to display when the GPP initially
opens.

For example, the Start and Stop settings represent the ‘View Port’ days. If
a patient has data from Day -14 to Day 180, and the Start Stop are set to 0
and 45; the initial display should start at Day 0 and end at Day 45 to
represent the full extent of the visible area in the GPP. However, since the
patient had 180 days worth of data, then the graph image would be
horizontally scrollable all the way out to Day 180.
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Change Limit value

The Limit value denotes how much of a duration event to show before
and after the first and last time point event. The limit feature “limits”
how far out the time axis will go past “time point events” such as a lab
test, or vitals or efficacy measurements. For example, if you have a long
running Concomitant Medication with a stop date past your defined stop
range, you can limit how much you want to see.

The default is 240 for hours, 90 for days, 12 for weeks and 1 for years. You
may change it to any positive number to show more of the duration
events that occurred before and after the first and last time point event.
Choosing a limit of zero will show the shortest time axis possible (only
from the first to last time event). Entering a negative number, (-1 for
example) will show the entire time axis from the beginning to the end of
the first and last duration.

So, the Limit value is not related with the Start and Stop. The limit value
is added to the very last discrete date and subtracted from the very first
discrete date, creating a window around those discrete dates which allow
for continuous items to displayed as ongoing within.

The limit tells the system how far to continue to draw to the left or to the
right for continuing AEs or Conmeds, meaning to either side of “hard
data’ day results (suchs as Labs visits, Vitals, Soage, efficacy, etc).

Display Time items

If a template category was defined to display time items you may set the
scale to Hours or Minutes. The Start and Stop Hours scale displays with
a dropdown list to select within a 23 hour range before changing to the
next day.

Time Axis
Scale Unit:  Hours  Litnit: 240
Unit Start:

Hour Start:

Note: When selecting the Hours Scale it is best to apply to a minimal day range
duration of not more than 4 days for meaningful results. If you select the
Minutes Scale keep the range within 6 hours in order to view the 15 minute
intervals with clarity.
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Select categories for display

Graphic patient profiles are very complex due to the different types of
data can best be represented by different types of graphs. The individual
graphs are aligned along a similar time axis, however, each graph may
consist of a different plot type based upon the type of data “event” that is
depicted. Each graph may be based on data from multiple tables in the

underlying database.

After you select a preferred template you are able to select those available
categories to be included in the graphic patient profile. Optional Header
information if available may have been defined for the selected template.

6. Select the Header category and click the Add Categories button.

7. Select individual items or use the CTRL or SHIFT key to multi-select
item. Click Add Questions button to move items to the included

column.

ﬂ (Authoring) Patient Profiles Browser
Categories:

Adverse Events
Concomitant Medications
Dosage (Exposure)
Mycology Results

Lab Chemistry

Lab Hematology

Lab Urinalysis

Vertical Labs

Text

Treatmant

vital Sigrs & Physcal Exan

Categories induded:

Type:
Workbook Profie

Formatted Profie

EGE

< >

Add Questions —> ]i— q—RﬁnweQﬂbuﬁ1

[ A.'.Hc.alngu'ﬂ—} [ <~ Remove Categories | |

Template Time Axis Plot Types

Scaleunit: Day | Lmit %0

esa 2 Uit start: 0
Foursart

Stop: |50

HNo. of cols: | 1

BY Items: BY Item Induded:

<= REmove ... I

[#] Show Legends

| Fiter output

t Graphic Templat. ..
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8. Highlight the categories to be included in the graphic profile and click
Add Categories. Highlight and move single or multiple categories
with the SHIFT or CTRL key for multiple selections.

Use the Remove Categories button to remove a selected category.

9. Reorder the Categories Included with the up and down arrows.

B (Authoring) Patient Profiles Browser [__|['E|r’)_(|
Type: Questions induded:
Workbook Profie
Formatted Profie

vital Signs & Physical Exam
L4 >
| Addcategories —> || <—Remove Categocies |
Template Time Axis ) Plot Types
Scale unit: | Day “w Limit: (90
[#] Show Legends
ers 3 Urat start: |0 Stop: |50
_Opentem... ] | B W ||~y 3] s
T o oG
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Select items for display

10.Select each included category and view the list of Items and By Items
(where applicable) for the graph plots.

11.Highlight the item(s) and click Add Items button to select from
available items to be included in the graphic profile. Use the Remove
Items button to remove selected items.

12.Use drag and drop to reorder how the added items are displayed in
the Included Items list box.

| & {Authoring) Patient Profiles Browser

Questions:
Alaline Phosphatase B3

dverse Events ;dvu'm_E'-mu Creatinine [Bilirubin, total
Formatted Profie UL Concomitant Medications ASAT (SGOT)
sage (Exposure) Dosage (Exposure) Uric Acid ALAT (SGPT)
Mycology Results Urea Nitragen
| ab Chemistry Lab Hematology Calcium
ab Hematology Text Cholestenol, total
Lab Urinafysis Chioride
Verbical Labs a €02 Content
ext @] Glucose
Treatment Gamma Ghull Transpep
Vital Signs & Physical Exan Potassium
Lactic Dehydrogenase
Sodium
Phosphorus Inorganic
ASAT (5GOT)
ALAT (SGPT)
o= : 3
L4 > < *
| Addcategories > || <—RemovecCategories | | AddQuestions—> || <—Remove Questions |
Category Tite: BY Items: BY ltem Induded:
Lab Chesmistry
Template Time Axis ) _ Flot Types <— ReEmove ..
Scalewnit:|Day v Limit: 90 ] Trend
7] Line Vakoe [#] Show Legends
eraion:d Linit startz |0 Stop: |50 O
Hour start: Stop: |
[_openTem... | : _ (A — ]

Filter Output

t Graphic Templat...
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You must go through the entire list of Categories Included and select
each category (and the items) you want included in the graphic profile.
Otherwise, a message displays alerting you of an included category
without items or BY items included.

& Flease select at least one iterm far categary “Adverse Events text” before creating a prafile.

13.Select the BY Item (if applicable) for the selected category and click
the Add BY Item button.

The BY Item becomes available for display in the Legend when you
click “yes”. If a BY Item is not added for the category then the
information is not available for display in the Legend.

The selected item is moved to the BY Item Included list box. Only one
BY Item may be selected per category.

The Show category legend only applies when a BY item is included.
Where as Show Legends applies to all included categories.

BY Items: BY Item Induded:
Intesity Intesity

/ / [#] Show Legends

[+] Show category legend
Sort Order: |Date Add BY Item —>

14.You can change the Category Title of any included category (except
for the header which will always display the PatientID).

Category Title:
Adverse Events
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15.The Sort Option is dependent upon the selected category is only
available if the data item selected is alpha. For example, adverse
events or concomitant medications. The data items are associated with
dates, so there is the option to sort by alpha or date in the graphic

profile.
Flot Types
Scatter Trend
Line Value

Show category legend

16.Add or change the default Plot Types. The available plot types are
dependent on the category type defined.

B (Authoring) Patient Profiles Browser

Red Cel Count Red Cell Count

Hematomit Hematoarit
Platelst count Platslet count
White Cell Count white Cell Count

£ »
[ Add Categories —> |j <—Rmv=l:awpnﬁﬂ] | Add Questions —> ][ <— Remove Quesbons |

Category Title: BY Items: BY Item Inchsded:
Lab Hematology
Template Time Axis. Z Plot Types <—— REmove ...

Scale unit: [Day  w |  Limit: |50 [[]Trend

Line Vale ﬁmLegmds
. Unit start: 0 Stop: |50 O

Hour start: Stop: | vt '

| OpenTem... | I [Addevien— |

!T Filter Cutput ]th&zplir_Temﬂat...L
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Normal range multiplier

The Multiplier feature for ‘Normal Range” and display ‘Abnormal Only”
values applies to Vertical Labs only where Lab Normals may be entered.

Scatter [ Trend
Line Yalue

Morm Range X: |1 Add BY Item ---= | [| Abnarmal Only
Filker Outpuk Edit Graphic Templat. ..

Shaow Legends

The Show Legends option applies for all categories to display ‘BY
variables’ in the Legend box when checked Yes; or to the right of each
‘duration bar’ on the right side of the graphics region when checked No.

The ‘Abnormal Only’ labs option in Lab graphic displays scans all
included Lab tests in the graphic profile and only includes each lab test if
at least one lab test value is abnormal for that patient. Otherwise, the lab
test is dropped from the graphic display.

A normal range ‘multiplier’ option for labs allows you to specify if you
only want to ‘flag’ or mark as low or high, those labs that are outside N
times the normal range values. It is implemented as normal high times N
versus normal low divided by N.

17. You can only select 1, 2 or 3 for the normal range multipliers with the
default set to 1.

For comparison, first view out of range labs for Normal Range multiplier
set to 1 and then change the normal range multiplier to 2. Select Plot
Type of “Scatter” for labs and notice some points that were out of range
previously changed to in-range from the up/down triangle to box plot
point. If you selected Plot Type of “Line” you will notice the normal
range “band” within the line graph has expanded for the normal range.

The Lab values display as color coded based on the normal range where
red for high, blue for low and green for normal.
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Normal Range set to 1. The scatter plot shows data indicating the values
outside the normal range. Also, the Line Plot type for glucose and

triglycerides shows values above the colored band for normal range.

Patiert ID: 2010657206

Aiger 65

Sex: Male

Glucoze | a a

Cholesterol, total o o

Triglycerides | & A
A6
Glucoze

259

Cholesteral, total
Triglycerides
G

Completed Evaluation?; Mo

Lak Chemistry

. . &
o o &
F F &

Lak Chemistry

Normal Range set to 2. The scatter plot shows boxes indicating the values
inside the normal range multiplier of 2. Also, the Line Plot type for

glucose now shows values within the colored band for normal range.

Patiert ID: 2010657 206

Apgjer BS
Sex: Male

Glucose & &
Cholesterol, total o
Triglycerides | o &

o

46

Glucoze 204

e

: Cholesteral, total

34

Triglycerides

Gee

Completed Evaluation?: Mo

Lak Chemistry

& a o
o a
-

Lak Chemistry
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Guidelines if normal range values are missing;:
e Scatter Plots -
Display an N instead of missing.
* Line Plots - No gray background if missing normal ranges.

Separate into different bars if normal range changes between
points.

Place missing normal ranges on separate bar if changes between
points.

If a normal range changes it will create a second plot where the
new range starts and for missing, it won’t plot the high/low lines.

Create Graphic Patient Profile

After you have defined all included categories and items included:

1. Click Create.

The Patient Profile Browser window opens to display the list of
patients who meet the patient selection criteria or view a list for all
patients if no selection criteria was defined. The study and PID
(patient id) are listed for identification in the patient list.

2. Select a patient and click Create Profile.

The Graphic Patient Profile window opens and displays all labels on
the left and legends on the right side of the graph plots.

Use the scroll bar in the right margin to display additional graph
information.

3. To save to the object specification for your Graphic Patient Profile, See
Chapter 11: Saving Objects, plus Alerts Browser.
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Graphical Patient Profile [KAZ01: 201056511 3]

B3O F Ik
Patient #2010585113 | Age: 36
S Male ' Raow: White
Treatment: Placebo J Completed Evaluation™: No
u] . - o
Advarse Events L
; - ——
DIG :Sore thoat | l I | i By Related to Inw Mad?
| o - arcomdant Medicati B Mot Related
BUFFERED ASPIRIN | I | : : - | O Missing
| |
_ ] &) Concomitant Medications
4 By Dose
o m 2
- - O Mising
m‘r Y 1
. ,J Desage (Exposure)
Burning . 0.0 By Dose Change - Reasor
-1: | 19811010
1
Edema.q £ e - 0 | Lab Chemistry q
2: ® Glucoss
Erythema i 1 | 1.0 B Cholesterol, total
G0 | N A I A A R < Trigheerides
e
Pain - 5 HE 0
1 |
Efficacy
Butming 0 0 0 0
Edema 0 o o Q
Entherna |1 1 1 1
Pain 0 1} il I
|
i -
13 ..----E el
|_—
Gb.lcoses;r | —
156 —
Chalesterol, total } e |
124 I — TEPT
1“1 ] |
Triglycerides
o '---____________‘
all " Lab Gy “.i I
[EELY. . i |
Tt B o580
| i ———78.0
v
pays 0 3 & 9 12 16 1B 21 24
< >
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View Graphic Template

Once a graphic patient profile is saved, the specific template information
is saved along with the patient profile.

Therefore, a saved patient profile uses the original template information
that existed at the time it was created. This avoids conflicts with
updated, or newly created templates.

Users may view the Graphic Template saved with a Graphic Patient
Profile, by opening the ‘Object Properties’. The ‘Edit Graphic Template’
button displays as ‘View Graphic Template” button.

= [Authoring) Patient Profiles Browser [Object: 384]

Type: Categaries: Categories included:

Workbook Profile _Header_ _Hesder_
Graphic Profile Adverse Events AE Text

raphic Patient Profile Template View

Project Submission1234 Al
Protocol ProbocolZl (
Templhate Level Project
Study Start Date Demography. Visit Date
Study Start Relative Day 1]
Category Number 1
Category Mame _Header _
Subcategory Mo
Structure Haorizontal
Header Item Demography, Race
Header Item Demnography, Sex
Header Item Demography, fige
Category Number 2
Category Name Adverse Events ddTtems > || < Remove Rtems
Subcategory Ves
Structure Hcrizontal
Add Ttem Acheeres Everts, AF Coded BY Items: BY Item Included
Start Date Item Adverse Events. Onset Date
Stop Date tem Adverse Everts, End Date
By Item Adverse Emsfﬁmy
By Item Adverse Events, Related to Iny Med?
Category Number 3 Shows Legends
Category Name Concomitant Madkcations
Subcategory Ves
Structure Herizontal |
Viewr Template
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Select Alternate Template

Once a graphic patient profile is saved the template information is saved
along with the profile. Therefore, a saved profile uses the original
template information that existed at the time it was created to avoid
conflicts with updated or newly created templates.

Graph Patient Profiles have the capability to reference an updated GPP
template category definitions into a previously saved GPP object
definition.

Previously, saved GPP objects could only reference a snapshot of the GPP
template that was available at the time of the object save. Now the user
can choose to either continue to reference the ‘snapshot’ version of the
template category definitions, or to reference and include category
definitions from an updated template.

The GPPs will only store “included” categories and GPP specific global
information such as start date definition and the level of the template
that was used to store it.

When a GPP object is opened, it will default to the current template at the
level stored it was stored at. Only included categories from the GPP
object itself will be validated against the current study thus speeding up
the opening of the object. The list of included categories will come from
the saved GPP object as well as category level filters and global GPP
template information. The list of categories to choose from will come
from the current template. When an opened GPP object is executed it will
include user information from the current template to calculate study
start date, visit information, etc.

Output Spedfications

Al ‘
- = Study Level GPP

Test Update GPF K Open
- by Test Workbook
E.} AE listing with an
-[# Copy of report w Remave
Dose Duration Lis Migrate
[ DOSE DURATION

-[R DosESTARTTQ ~ ReEname
- [B Efficacy Duratig  Move

- [ Final Patient Staf

- [# Final Patient Staf

--[#] FORMATTED Finz  Properties
[ Global Status List

- [E, High Vitals

Open wersion...
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If the GPP author chooses they may modify the saved GPP object to
include added or changed categories in the current updated GPP
template.

Open Template

{#) Lise template from saved graphic patient profle

() Seleet alternate template <_
Click on a column heading to sort on that column or to dear the sort keys.

Level Description Description VErsion Study Group Masthor Create Date Object Irdex
Budy Level Template | -|'

Project lF | Temgpd -'. | I

o] (o |

Select alternate template shows the differences between the Saved GPP
categories and the Selected Template categories.

Differences found between Saved GPP categories and Selected Template catepories
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Graph settings

Select settings
On the Toolbar, click the first button to display Show Settings options.

B BB = ok

Appearance options

The settings window opens to the first tab for Appearance options. Each
of the sliders, when moved with the mouse, will change the contents of
the white box to help you visualize the setting. For example, when you
click and move the 'External’ slider under 'Fonts'.

Appearance | F'rint#F'DFsI Colars I Headen"Fu:unterI
— Sizes
External Text Fant
E=ternal: —_—
A b i CategonTitles, ——F——
Internal: —
Legend Tites: ——fF———
~Misc. Az Labels: —
I™ Display Crosshairs Mizc
" Usze Gradient Line “width: ——
¥ Backgounds Paint Width: ~ — f———
= Diraw labels on Duration Widthy ———F————
normal regions. Baorder Width, —— p———
r Draw numberic Legand hEith e
labets o the " dis. Scroll Bar Size: —fF———————
] I Cancel ] Help

The size of the text “abc” will be the actual size of the text on the graph.
The same occurs for the 'Misc.' size settings, except the white box will
contain a line of the appropriate width.
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The 'Display Crosshairs' checkbox toggles a cross hair following the
mouse. This is good for visualizing alignments. 'Use gradients', when
checked, will display gradient backgrounds to almost all rectangles
drawn on the display. 'Draw labels on normal region' toggles the little
markers that display the value of the normal range border. 'Draw
numeric labels on y axis' label each row.

Printing and PDF output settings

There are many options that allow you to customize how the Graphical
Patient Profile prints. The printing options are found on the 'Print/PDFs'
tab in the settings window.

Appearance  Print/FOFs | Colars I Header.n"FnoterI

—%isual Optionzs————— [~ Paging Ophions
W ]3] [s]7] [s]]
(2] 4] [s]8] [1ofr2

r Print hash marks " Wertical First

instead of calars
R
Cgmgree | Gla 2o (e

& Harizontal First

Frint only the current
¥ patient. even if many
patients exigt.

Ok I Cancel Spply Help

The most important of these options is the first, 'Fit to page when
printing'. This option has precedence over all other printing options. If it
is selected, then a page will be printed on one page regardless of the view
range or the height per row. The default for “fitting” is true. Ideally, it is
easiest to visualize the data when it is contained on one page. When this
is not possible, the other paging options come in to play. The paging
options are used to change the order in which the pages print. Basically it
allows you to choose between moving horizontal or vertical first. The
picture on the dialog is pretty self explanatory, across many patients.
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You can chose to print the current patient only, or all pages. A print job of
multiple patients, each of which is multiple pages, can get extremely
large very quickly. These options like this have been added to help the
you have control.

Finally, if color printers are unavailable, there is the print hash marks
option. This makes it easy for the user to distinguish between the
different by-variables and categories without the use of color.

Color settings

There are 15 icons on top, each of which controls a certain aspect of the
screen. Each button contains a little image, which highlights the part it
refers to. So for example, the background button (top left) has a
highlighted blue background, while the rest of the graph remains
unchanged.

H Settings

Appearancel Print/FOF:  Colors | Header.a'FnoterI

ED Er"' '

Backgmund EatBnrder LegBorder  MizcBorder ScrolBar

TitleText  InternalTest EsternalTest  Selection MNomalRgn

| IS

g " il ‘s
Graphtarke Grid ConrclBar TickMarks Shadaow

K I Cancel I fate ] 1] | Help |

The color of the background is not blue however. The actual color of the
background is white, which is shown by the little circle in the bottom
right corner. This method of conveying the color clearly distinguishes
each part of the graph while at the same time gives you a sense of color.
So to change a color, simply click on the button.
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The Category Colors at the bottom of the tab is used to modify the order
of the category colors. These colors work from left to right (so light blue

is the color of the first category). To change the color, simply use the left

mouse button over the appropriate button.

Headers and footers

You can control the information that is printed on the top and bottom of
the graphic display. There are seven entries which allow you to insert
'special strings'. For example, if you type “p$P” into one of the edit boxes,
it will appear as p1 on a printout (where 1 is the number of the page. This
allows you to control both static and dynamic strings.

Settings
Appearance I Frint/FDFz I Colors  Header/Footer |
Yo can customize the headers and footers on printed pagez. Ta

do this, simply fill in the boxes ta the left with the information that pou
want. [includes parameter substitution]?

=% $F = <page #>  $D=<day of the week>  $p=cpid>
Fm =<month: Fd=<day: Fy=<year:
Example: "Date: $m/$d/$y"" would be "Data: DBA09/2002"
—Header Footer
Left: IF'atient 1D: $p

Center: I I

Right: ILlser: 3 IF'age P

0k I Cancel | Ll | Help

Category settings

Each category has its own category settings dialog box. In the Graphic
Patient Profile window use the right mouse button on the control bar
next to the category title.

]

93.01 %

Lab Chemistriy
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Each graph's dialog has unique characteristics. Every category contains a
category color box, on the bottom left of the dialog box.

— Step One — Step Two; :
Chooze a by vanable: Colar: [none]
ALAT [SGPT) -
ASAT [SGOT) b asirnum: ﬁ
Alkaline Phosphataze o
Billritin, total inimum: =
Creatinine _I

Urea Mitrogen

Category Calar; ’TI
|3

. Lines Per Row:

Cancel

Line, trend, and block graphs also contain the 'lines per row option'
which is used to modify how many graph lines each display will use.
The list box under 'Step One' contains a list of the BY variables for the
current panel. When the user clicks on one, the variables on the right side

will be populated.
— Step One — Step Two

Chooze a by variable: Colar: -
ALAT [SGPT) |~
ASAT [SGOT Maximum:  121.00 =]
Alkaline Phosphataze -
Bilirubir, tatal (. Mimimum: 12000 ﬁ
Creatinine
rea Mitrogen

Categony Color:

Lines Per Row:

1,

]

Cancel

You can change the color of the particular BY variable by clicking on the
color with the left mouse button. You also have the ability to modify the
maximum and minimum. There are no limits on the minimum and
maximum except that the min must be less than the max. The range on

'lines per row" is 1 to 10.
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Printing and Exporting Patient Profiles

Print Preview
To display a print preview of a patient profile in the Patient Profile out-
put window:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click @ or from the File menu, select Print Preview.

JReview displays a screen shot of the selected active screen. The Print
Preview function is applicable to all browsers with output results.

Formatted patient profiles display in print preview mode.

Print Preview for a graphic patient profile displays a detailed cover
page before the graphic profile pages. The following information
displays along with the Filter Output definition if applicable.

Prodject: K4

Gtudy: Kiz0l

User: 9 long

Date/Time: 1271572003 22:07
Patient ID: 2010154101
Filter: Visit No. =1

3. Click either Print or Close.

Print patient profile

To print the patient profile of the selected patient:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click |§ , or from the File menu, select Print.

You can access the printer icon from the tool bar within the formatted
patient profile output window to display the Print dialog box.
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3. Click OK.

] Formatted Patient Profile [KAZ01:2010184101]

I - I " First | Previous ||E Ner:tl E Lastl

. ;] F Pagel Fit Width [ Zoom In| @ Zoom Du‘tl @ Ratate Left | @ Ratate ngh‘tl

Note: When you select Print Preview or Print for the selected Patient Profile, a
signature line with the date is printed at the bottom of the worksheet.

Export graphic profile

Graphic patient profiles require to print/ print preview the GPP in the
Patient Profile output window.

£ Message

Ta Expart a GPP Yiew, please Prink/Print-Preview the GPP
and Save the POF oukput From the presented window,

1. To select an graphic profile to export, it must be the active window.

2. Click on the printer icon in the toolbar to generate the print preview to
export.

In the File Menu, select Export.
Enter the storage location.

Enter the File name.

AN N

Click Save. The result is exported to the selected directory.
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Edit menu Copy
1. Click on the result window to make it the active window.
2. Select Edit in the menu bar.

3. Select the Copy function, to copy the currently displayed output
window to clipboard for pasting into Word, etc.

Object Sorage

For detailed instructions on how to save, retrieve and remove object
specifications (reports, graphs, crosstabs, etc.) See Chapter 11: Saving
Objects, plus Alerts Browser.

Note: Patient Profiles cannot be scheduled.

Close Patient Profiles Browser

Closing the Patient Profiles windows

If you are finished with all Patient Profiles, and do not want to define any
other Patient Profiles: double-click on the close box of the Patient Profiles
Browser window.

Review closes all Patient Profiles windows currently opened.
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Report Browser

Execute report 230
Selectionset 230
Quick execute 230

Report types and features 231
Type of report 231

Defining Report Specifications 232
Selecting a panel, item, and function 232
Adding items 233
User-defined functions 233
Access to SAS datasets 233
Column autosizing 233
Edit item sort order 234
Change column order 235
Changing the report specifications 235
Edit column heading 236
Print Change 236
Defining a report title 236
Show Details 236
Create report 237
Show Filter 238
Add patient note 241

Detail Data Listing features 242
Defining row results 242
Reset subtotal in row results 244
Highlighting data check ranges 246
Mark New Data 247
Suppress duplicate rows 248

227



Summary Listing features 249
Group functions 249
Count distinct 252
Count item value 253

New item with aggregate functions 253

Object toolbar 254
Snapshot output 254
Whoicon 255
Output filter icon 256
Multiple population mode 257

Multiple output for required selection criteria

Output filter 263
Subset data 263
Creating report output filter 265
Comparing items 266
Adding expressions 266
View output filter 268

Define Runtime filters 269
Runtime parameter 269
Create parameter 270
Enter runtime parameter 274
Edit runtime filter 276
Reset filter parameters 277

Patient Visit Data Report 278
Select panel visit data report 278
Define patient visit data report 279
Report options 279
Add Patient Info Items 281
Define Date Merge Settings 282
Create Patient Visit Data Report 283
Lookup on existing date 284
Apply output filter 286
Add vertical lab 288

260

228 Chapter 6: Report Browser



Formatted reports 292
Select formatted listing type 292
Apply Page Header and Footer 293
Enter a Group Header 295
Format Column Headings 297
Format Columns 300
Sort Order 303
Preview /Page Setup 304
Create formatted report 307
Convert to formatted 308

Conditional Data Highlighting 310
Define data highlighting 310

Highlighting patients 317
Single patient mode 317
Multiple-patient mode 319

Printing and Exporting Results 321
Printing the result 321
Exporting the result 322

Object Storage 323

Exploring data 323
Changing the patient selection criteria
Patient Identification 323

323

229



Execute report

Selection set

In JReview, you can select a previously saved Patient Subset or define
your own selection criteria for use in the Report Browser. After launching
the saved patient subset or building your own patient selection criteria,
you can explore stored customized reports of items for each of the
patients who meet the selection criteria.

Quick execute

JReview displays a list of categorical folders for stored patient subsets
and output specifications at the selected storage location.

1. Select one of the storage locations to display it’s specific folders and
contents.

2. Double click on the object description to launch in a single step. The
stored output specification will be launched.

Output Specifications

al -

5o %
_| Cross Tabs
_| Graphs
= _ 4§ Reparts

& Adverse Event Listing
¥ Adverse Event Listing with required PSC
E%, Adverse Event Listing with stored PSC
Adverse Event Summary Listing
E%,. AE and Conmed Patient Yisit Data Report
AEs by Inwestigator & Treatment
[ Conmed Listing
[ Detail AE Listing b

Order oubput specifications by
Type Cescripkion
@ Typ O p

Execute object: | Review Output | Scheduled Jobs

Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon. JReview aids users to quickly locate and launch
these stored objects.

230 Chapter 6: Report Browser



Stored object specifications saved with an included patient selection
criteria in the definition will display a filter icon next to the object icon
and description. If the patient selection criteria was saved as “required”,
the filter will appear in the color “red” to indicate the selection criteria
cannot be changed. If a filter icon is present but is not colored red, then
you can alter and update the selection criteria for the opened output
specification.

Report types and features

Type of report

The Report Browser facilitates customized groupings of item values for
patients currently included in the patient selection criteria. JReview
provides point and click report creation, without panel join limitations.

There are five report types available in JReview for defining report
specifications which are available to launch in JReview.

* Detail Data Listing generate one report line for each patient
observation.

* Summary Listing generate one report line containing summary
information such as summary category, counts, mean, and so on.

e Formatted Detail Data Listing and Formatted Summary Listing
provide the same basic functions as Detail Data Listing and Summary
Listing with extensive formatting features.

* Patient Visit Data Report contains patient results organized by
patientid and visit where multiple visit panels are easily joined and
displayed per row.
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Defining Report Specifications

Selecting a panel, item, and function

Report Browser

To open the Report Browser, from the Browse menu, select Reports or

click

on the toolbar. You define the contents of a report using the

same method that you used to build the patient selection criteria:

1. Select a panel.

2. Select each item of interest.

3. For each item, select an appropriate function or use the default
function type for the type of item selected.

Type:

Surrenary Listing

Farmatted Detal Data Listing
Formatted Sumaary Listing
Patient Visk [ista Report

DCMiQuestion Groups
5] ImportedSOL
AE
] BERSDEtS
| AERS
G KAzl
] bobl 2345678901 234567330
B CONMED
B DEMOGRAPHY
51 SASRegistration
1 SystemT ables
B DOSAGE
&1 EVAL
&1 FINAL
4| LAE_HEM
[#] LAB_URIN
4| LAB_CHEM
+ REVIEWADMIN
+ MEDHIST
B PICOLOGY
& PREVMED
[#] RANDOMIZATION
+ WITALS

| Custoen Join |

[] Suppress duplicate rows?

Functions
Addallttems || Fikteroutput || Create Report
Reget Subtotal with change
[ Mark Mew Data?
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Adding items

Select individual items and click ADD Item to add the selected item to
the report content spreadsheet. Or double click on the individual items to
add each item to the report content spreadsheet.

A short cut for adding non-contiguous items within the same panel:

1. Select the items you want while holding the Ctrl key.

2. Click ADD Item to add the item to the report content spreadsheet in
the order they appear in the panel.
OR

3. Click Add All Items to add all items in the selected panel to the
current report. You can select and combine items from all panels.

4. To remove the item; select the added item column and click the
scissors icon in the tool bar.

User-defined functions

In JReview you can view user-defined functions defined for the
browsers. Users can select predefined functions from a function value
list. Users can utilize these functions to create new user-defined functions
such as new item, new events and new ranges that are fully supported in
the various browsers. (See Chapter 12: Advanced Topics: Derived Items and
New Range Variables)

The predefined functions ‘Baseline’, ‘Endpoint’, ‘Chg from Baseline’
which calculates the change from the last measure and all other default
functions are pre-configured in the Review Administrative
Configuration Tables. (See Review Configuration Guide)

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building reports.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same report.

Column autosizing

JReview automatically autosizes the report column widths as shown by
AutoSize Columns on.
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Edit item sort order

To make changes to the individual item Sort Order:

1. Double-click on the default sort order values 1, 2, 3 and change the
values. The Sort Order 1 will be the item in which the primary sort will
take place, sub-sorted by Sort Order 2, and so on.

[ Custom Join ][ Add Item ][ Add All Tkems ][ Filter Cukput ][ Create Report ]

Header Reset Subtotal with change

Dietail Data Listing b
[] shaw Details? [ 5uppress duplicate rows? Aubosize Columns

] 1 2 3 4 =]
Col, Head 1
Col, Head 2 Inveskigator  [Pat. Mo, Age Race Sex
Sart Order 1 z 3 4
Raow results “ w “ o w
Warn -Low
‘Warn -High
Panic-Lows
Fanic-High

2. Delete, replace, edit or add Sort Order values for the particular item.
3. Optional descending sort is specified by a trailing ‘D’ after the Sort
Order number.
[ Cuskom Join ][ add Item ][ add Al Ikems ][ Filker Oukpuk ][ Creake Report ]

Header Reset Subtatal with change

Detail Data Listing A
[]5haw Details? []5uppress duplicate rows? Autosize Columns

1] 1 2 5
Col. Head 1
Col. Head 2 Investigator  |Pat. Mo, Se
Sork Order 1
F.ow resulks w W w
harm -Low
warn -High
Panic-Law
Panic-High

Note: Formatted reports use a different definition for how items are
sorted

234 Chapter 6: Report Browser



Change column order

Click on the column you want to move and drag the column to the
desired location.

[ Custorn Join ][ Add Ikem ][ Aadd All Ttems ][ Filter Cukput ][ Create Report ]
Header Reset Subtokal with change
Detail Data Listing v
[] show Details? [] suppress duplicate rows? Autosize Columns
1] 1 2 3
Col. Head 1
Cal, Head 2 Investigator  |Pak. Mo, Age
Sort Order 1 1d
R.ow results “ ~
arm -Low
warn -High
Panic-Law
Panic-High

Changing the report specifications

To change the report specification that you have defined:

1. Click anywhere in the report layout (heading, sort order, column
headings, row results, delete or add panel item function values, or
define (or re-define) join logic.

For example, in a column that you want to delete (and perhaps replace
later).

a. Click | .;H:. or from the Edit menu, select Cut. This deletes the
column from the report specification.

b. To place the column in a new order location, click on a column and
from the Edit menu, select Insert. The cut column is inserted to the
left of the highlighted column. Or, highlight the column(’s), and
use the directional arrows to reposition the columns highlighted.

2. To clear the entire report specification, click | [
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Edit column heading
You can edit the column headings for Col. Head 1 and Col. Head 2, by

clicking within the text cell, edit the text and press Enter.

Print Change
Print Change means print the value, only if it has changed from the pre-

vious line of output.

Zol. Head 1

Col. Head 2 Investigator  [Pat, Mo,

Sork Crder 1 z

Riow resulks Printchg = -

Defining a report title

Edit the report heading to easily identify the report window and
printouts. You can enter a title for your report that will be displayed as
the caption in the report window, as well as, in any printouts. By default,
the Report Browser assigns the report type as the heading of the report.
Enter the title text in the ‘Heading’ field.

Heading
|Lab Charmistry Listing

The report heading displays either ‘All Patients’ or ‘Subset’ if a patient
selection criteria was entered. If you modify the report heading the
patient population status of either “All Patients” or ‘Subset’ still displays.

Show Details
The ‘Show Details?’ feature can be used after you have added items to

your report specification. Show Details is helpful after you define and
save a report definition and look back to view it’s source contents.

The Show Details doesn’t change the report content or definition but
instead displays some additional rows of information at the bottom of
the report template. The extra rows display the source of the items
selected in the report columns. Most of the report types show Items and
Panels. In addition, the Patient Visit Data Report when accessing vertical
data shows two additional rows for Pivot Item and Pivot Value.

Note: The Items and Panels names are displayed from the Data
Dictionary and not the Items and Panels Description.

236 Chapter 6: Report Browser



Create report
When all report specifications have been entered click Create Report. The
report is displayed in a Report Browser window containing a spread-
sheet of your report. The ‘Print Change’ feature is turned on for Investi-
gator to only print if the Investigator value changes.

Detail Data Listing - Subset of patients -_ E|&|
& % B4 Ll show Filter|| Refresh“

Imwestigator | Pak, Mo, Age Race | Sex Completed Evaluation? | Reason For discontinuation
01a 14208 |47 |Black |Female |Yes -
24208 |47 |Black |Female |Yes
030 13111 |66 |'wWhite |Female Mo Safety
13112 |27 |wWhite \Male Mo Lack of Efficacy
13205 |72 |white [Male |Yes Intercur Med Problems
13206 |35 |White |Male  |ves
23111 Aa  |wWhite |Female |Mo Safety
23112 |27 |White [Male  |Mo Lack of EFficacy

23205 |72 |\White |Male  |Yes
23206 |35 |White |Male  |ves
056 15102 |20 |White |Female | Yes
15109 |67 |White |Female |Mo Lack of EFficacy
15111 |32 |white Male |Yes
15112 |50 |wWhite |Male  |ves

15113 |36 |wWhite Male Mo Lack of EFficacy
15120 |68 |White |(Male |Mo Lack of EFficacy
15122 |51 |White |[Male Mo Protocol violakar

15126 |28 |White |Male  |Yes
15128 |33 |White |Male  |Yes
15204 |44 |white |Female |Yes
15205 |50 |wWhite |Male |Yes

15207 |62 |White |Male  |Yes Intercur Med Problems
25102 |20 |White |Female | Yes
25109 |67 |White |Female |Mo Lack of EFficacy

25111 |32 |wWhite |Male  |Yes
25112 |50 |White |Male  |Yes

25113 36 |wWhite \Male Mo Lack of Efficacy
25120 |68 |White |Male Mo Other
75127 |51 |white |[Male |Mo Protocol violator

25126 |28 |White |[Male  |Yes
25128 |33 |White |Male  |Yes
25201 |49 |White |Male  |Yes
75204 |44 |White |Female | Yes
25205 |50 |White |Male  |Yes
25207 |69 |White |Male  |Yes
063 12103 |42 |White |Male Yes
12104 |42 |wWhite |Male  |ves
12105 |35 |White |Female | Yes
12106 |65 |white Male |Yes
12107 |23 |White (Male  |Mo Lack of EFficacy
12108 |36 |White |Male  |Yes -
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Show Filter

The Show Filter function allows the user to apply interactive column
filters while viewing the output window. This feature only applies to the
Detail Data Listing report type. When a detail data listing is created two
additional icons display in the report toolbar for ‘Show Filter” and ‘Clear
Filter’.

Note: Avoid applying Print Change, Sum, and Mean to the data listing
definition which interfere with some applied column filters.

1. Click on the Show Filter icon to enable the individual column filters.

Detail Data Listing - All Patients

@ § B4 [d | showFiker|| | Refresh|| |

[ |
INW |PT  |AGE SEX RACE | COMPLETE |REASOMN_DISC
030 |3109 |80 |Male |Whie |Yes -

056 |5116 |80 |Male |'white |¥Yes
056 |5106 |77 |Male  |'White |Yes

The report tool bar displays the column filters as a filter bar between
the report header and tool bar.

FEX

COMPLETE REASCM_DISC
PT aGE  SEX RACE COMPLETE  REASON_DISC

PFT |AGE SEX RACE | COMPLETE |REASOMN_DISC

030 3109 |80 |Male |White |Yes -

056 (5116 |80 |Male  |White | Yes

056 (5106 |77 |Male  |'White | Yes

056 (5123 (76 |Female |'White  |Mo Lack of Efficacy
056 52058 |76 |Male thite fes
085S | 7204 |74 (Male  |White |Mo Lack of Efficacy

064 6102 |73 |Male  |White |Yes
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2. Click on a column filter to display the combo box for a value selection.

Select a value to filter on.

Detail Data Listing - All Patients

& % B4 2| Hide Filter|| Filter|| Refresh“ Clear Surt“

COMPLETE

REASOMN_DISC

MY PT

AGE

SER

R&CE

| - [EEONE

[tes

PT AcE | SEX RACE COMPLETE | REASOMN_DISC
3109 |80 |Male  |White | Yes -
5116 (80 |Male |white |Yes

5106 |77 |Male  |White | ¥es -
5123 |76 |Female |wWhite Mo Lack of EFficacy
5208 |76 |Male  |White | Yes

7204 |74 Male  |white Mo Lack of Efficacy

After selecting the filter value you must click on the Filter icon. The
column filter is applied for the selected value. You may select across
different column filters to select values to filter on.

Detail Data Listing - All Patients
© % B4 (& | Hide Fiter

PT AGE RACE o]
|
INY PT AGE | SEX RACE COMPLETE |REASOM_DISC
056 (5123 |76 |Female |wWhite (Mo Lack of Efficacy -
065 (7204 |74 |Male  |white |Mo Lack of Efficacy
056 (5125 (62 (Male  |[wWhite Mo Lack of Efficacy
056 (5120 |68  (Male  |wWhite |Mo Lack of Efficacy
056 (5109 |67 |Female |White  |[Mo Lack of Efficacy
030 |3111 |66 |Female |white Mo Safety
065 | 7206 (65 (Male  [wWhite Mo Lack of Efficacy
065 (7111 (64 |Male  |white |Mo Pratocol violator
056 (5114 (63 (Male  |wWhite [MNo Lack of Efficacy -
065 (7103 |62 |Male |white |Mo Lack of Efficacy

3. Click on Refresh to clear applied column filters and restore to the
initial report display. This step is necessary to reselect a different filter
value for the same data column. The results output window returns
back to the original results.
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4. Optionally, you may sort on a select column for alpha or numeric sort
order. Click on the column header to select preferred ascending or
descending sort order. Click the Clear Sort to clear applied column
sort.

Detail Data Listing - All Patients
& % B4 (g | Hide: Filter | Filter“ Refresh“ Clear Snrt||

INv | PT | AGE SEX RACE g COMPLETE REASON_DISC
Ny PT AGE  |SEX RACE , |COMPLETE [REASOMN_DISC

- y

INW |PT | AGE |5Ex R&CE  |COMPLETE |REASOMN_DISC

013 (4103 |35  |Female |Black es -
013 |4104 |32 |Male  |Black | Yes I
015 4108 |31 |Male  |Black Mo Protocol violakor

013 (4111 |33 |Female |Black es

018 (4202 |33 (Male  |Black Mo Subject Requested DiC

0158 4206 |39 |Male  |Black Yes
013 (4207 |30 |Male  |Black es
013 (4208 |47 |Female |Black es
063 |2109 (43 |Male  |Black Yes
063 |2111 |52 |Male  |Black Yes
063 (2112 |30 |Male  |Black es
063 (2203 |36 |Female |Black es
063 |2205 (45 |Male  |Black Yes
063 |2210 (43 |Male  |Black Yes -

5. Click the Hide Filter button to hide the column filter bar and return to
the initial tool bar status.

Note: The column SORT option is NOT available in detail data listing
when data higlighting is applied.
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Add patient note

Detail Data Listings and Patient Visit Data Reports support “Add Notes’
when you select an individual patient. Click on a patient row to highlight
the patient, then click on the Add Note icon in the report tool bar.

Shiow

o ¥ b

Detail Data Listing - All Patients / Output Filter applied

Filter“ | ReFreshH |

by
IMY |Patient | Qn| Show/Add MNaotes

Related ko

Study Drug

3205 19910916
063 | 2105 19911004
063 (2107 |19911021

|SKIN:Burning sensation skin
SKIN:Pruritus
SKIN:Burning sensation skin

Highly Probable
Highly Probable
Highly Probable

063 (2127 | 19920225

SKIM:Eurning sensation skin

Highly Probable

063 (2203 | 19920131

SKIN:Burning sensation skin

Highly Probable

063 (2209 | 19920204

SKIM:Eurning sensation skin

Highly Probable

The Notes Browser window opens to view existing notes for the selected
patient. Click on Add Note to add a new note. (See Chapter 3: Review
Patient Data, see section on Notes Browser)

& Hotes Browser

§ | Fiter [ Retesh || Cessot |
StudyID [Patient 10| Leved | Panel [viskDate| vk | Item Ncke Taxt Author Resporse | futhor | Access ... | Nobe Date | Respon... |
Note Response
Resmarve Nobe
[remmee ]
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Detail Data Ligting features

Defining row results

A numeric data type provides clinically pertinent options, such as mean
or sum. Numeric row results generate report summations (for example,
Selecting Sum or Mean), or break point summations that the report will
generate in summation or at break points for example, change in PID,
Sum at Change and Mean at Change. The Row Results drop down list
below is for non-formatted report types.

Detail Data Listing - All Patients

© 5% [ d | show FiIterIl | ReFreshIl |

]
IHY PATIEMT | WISIT_MNUMBER. |BURMIMG |EDEMA |ERYTHEMA |PAIMN
0is 4101 1 1 i] 2 u] -
ois 4101 2z a a 1 u]
o1s 4101 3 1] 1] 1 o
o1s 4101 4 ] ] 1 a
0is 4101 5 i] i] 1 o
oiG 4101 5] a a 1 u]
Sum at Chg 1.00 0.0o 7,00 0.00
0is 4102 1 i] i] 2 o
ois 4102 2z a a 2z u]
oiG 4102 3 a a 1 u]
015 4102 4 1] 1] 1 o
0is 4102 5 i] i] z o
ois 4102 =] a a 1 u]
Sum at Chg 0,00 0.0o .00 0.00
o1s 4103 1 2 ] 2 a
0is 4103 z2 2z i] 1 o
oiG 4103 3 a a 1 u]
o1s 4103 4 1] 1] 1 o
0is 4103 5 i] i] u] o
ois 4103 =] a a u] u]
Sum at Chg 4,00 0.0o 2.00 0.00
o1s 4104 1 ] ] 2 a
0is 4104 z i] i] z o
oiG 4104 3 a a 1 u]
o1s 4104 4 1] 1] u] o
0is 4104 5 i] i] 1 o
ois 4104 =] a a 1 u]
Sum at Chg 0.00 0.0o F.00 0.00 |-

Note: Mathematical row results options are different between non-
formatted and formatted report types.
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The formatted reports have more mathematical options. In addition,
formatted reports support Sum at Change, Mean at Change, Mean at
Change and Mean, and Sum at Change and Sum.

The Formatted Report options also apply formats to modify the headers,
footer, page breaks, column headings and more.

il Data Listing - Subs

L.:‘ifh-éi

4
»
Chrical Study: A2 Discontinued Patients with 28kt
Adverse Events ARSAs PM
Study: A0
Drair mpt iy Addverye Ureenn
Mt -t
Irrntigator Pl s B Bpaacn AL coded Ot Dt Helaind b2 s
Ml T
[ 4 Wak " Promnl s
o W Vi n Wmiocol ks
[ Nl P E Pt s
[ i Mam w7 Lok of Elicacy
o w2 Wak B Eratmct Moy bt
(5 SELL] L a4 fuatary DD Ducdenal sicar 100 10804 Vit Plakanaas
o L1} Waw ¥ Lk o Py BEM fararng LU LRRT ] Prawtis
ELEECT LR
(e 3 L1 T wrae w Pliocol viokeicr
e L Ve s Lack of [ Sescy
(=73 i1} T erare - Lack of [Ty BOOY Back pasry L LRI Voo, Mkiesd
s s aw s 3 Lach o L ¥macy D+l Sore ot e hot Mpisme
(e L1 Wiaw L5 Lach of EPuty
[ FTLh e 3 P v
B e [T [ Aach of Ecacy BOCI Sergey T TEART] T
[ LTr) M 81 L R SO LLar ] Vit By
L
=] wem g ™ Lars of Efcscy
(e L1} Vg L. Ltk of D¥eacy
[ L1E ] e n festam ! mruialia
=7 ] [ ar Lach of [¥cacy
e 2 a2 ¥ L
(251 s Yiew n Lach of [Facacy BN Mg R Hghiy Probastee
ey
[ 2w (TP 11 Pecacect ety
Patient Selection Criteria: T8 COMPLETE Paga 1613
Mo
Page 13
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Reset subtotal in row results

The mathematical row results options are available in the Detail Data
Listing and Summary Listing.

Data Highlghting Il Custom Join | Additem || Addalitems || FikerOuipt || Create Report
Header [~ Reset Subtoral with changs
Detad Data Listing -
[ St Details? [[] Suppress duplicate roms? Enabls Editing [] Mark Mewvs Data? [ Patosize Cohl.
1] 1 2 3 4 5 & 7
Col, Head | L M I S — I
Col. Head 2 I ATIENT  WISIT NUME.. BURNING  ECEMA  ERVIFEMA
Sort Ordles I z 3 4
Row results ¥ =] = |Sumat.. = |Semat. = Sumat.. = =
iarn Lo |
Wam -High l | print: chg
Panic-Low | 5um
Panic-High | l
flean st chg §
You must select the item to ‘break on' when utilizing the mathematical
row results. This required selection is enforced when you have selected a
mathematical row result ‘Sum at change’ or ‘Mean at change” or ‘Mean at
Change and Mean’. The possible break items are listed in the ‘Reset
Subtotal with Change’ drop-down list.
| Data Highlighting Il Custom Join | addrem || Addaiitems || Fiter Outpk || Create Report
Headar Reset Subtokal with change
Deetail Data Listing Iy -
[[] Showe Details? [] Suppress duplicate rows? [[] Mark Mew Data?
0 1 2 3 4 5 5|y
ol. Hen 1 | | NING
[Col, Head 2 Y PATIENT WISIT_WUME... BURNING ([EDEMA |ERYTHEM| MA,
{Sort Order L 2 B u | — ERYTHEMA
results = | - T Sumat.. = [Sumat.. = Sumat.p
Wern -Low | :
Wiarn -High
Panic-Low
[Paric-High |

l
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The mathematical break point is applied to the Pat No. with 'Sum at
change' row result selected for Efficacy Evaluation items.

Detail Data Listing - All Patients

& 5 B4 d | show FiIterIl | ReFreshIl |

]
IHY PATIEMT | WISIT_MNUMBER. |BURMNIMG |EDEMA |ERYTHEMA |PAIMN
o1s 4101 1 1 ] 2 o -
0is 4101 z i] i] 1 o
ois 4101 3 a a 1 u]
o1s 4101 4 1] 1] 1 o
o1s 4101 5 ] ] 1 a
0is 4101 =] i] i] 1 o
Surm at Chg 1.00 0.0o .00 0.00
o1s 4102 1 1] 1] Z o
015 4102 Z 1] 1] Z o
0is 4102 3 i] i] 1 o
ois 4102 4 a a 1 u]
oiG 4102 5 a a Z u]
015 4102 =] 1] 1] 1 o
Sum at Chg 0.00 0.0o 9.00 0.00
ois 4103 1 2z a 2z u]
oiG 4103 Z z a 1 u]
015 4103 3 1] 1] 1 o
0is 4103 4 i] i] 1 o
ois 4103 =] a a u] u]
oiG 4103 5] a a u] u]
Sum at Chg 4,00 0.0o 2.00 0.00
0is 4104 1 i] i] z o
ois 4104 2z a a 2z u]
oiG 4104 3 a a 1 u]
o1s 4104 4 1] 1] u] o
0is 4104 5 i] i] 1 o
ois 4104 =] a a 1 u]
Sum at Chg 0.00 0.0o F.00 0.00 |-
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Highlighting data check ranges

When you define a detail data listing which includes numeric parameters
such as laboratory data, vital signs or scores, you can enter warning and
panic ranges that will be used to color highlight the data in the report
display. If the report specifications are saved, these data check ranges are
also stored within the report.

Simply enter your data check ranges within the spreadsheet cells labeled
“Warn-Low”, “Warn-High”, “Panic-Low” and “Panic-High”.

[ Dats

Highbghting

Il Custom Join [ additem || Addaimems ||

Header

Fiter Output || Create Report |
Resset Subtotal with change |

Lab Chemistry Detall Data Listing -
[[] Show Detais?

[ o
[Col. Head 1
[Col. Head 2

[ suppress duplicate rows? ] Mark Hew Daka?
2z 3 + 5 6

|Ghocase [Cholesterl _[Trighycerides |

[Seet Order
Fow results
(Warn Low
Warn -High
[Paric-Lowe

4 |

- | - ol | - -
! l 8
a _ [150 &

;?S Il
250 =0
=] =0

Panic-High

Variable values outside the ranges you define display as yellow and red.

INY | Patient | Visit | Glucose | Cholesterol | Trighycerides
018 [4113 |1 |91 209 193 -
018 4113 |5 |91 185 177

oie (4114 |1 |82 305 .
018 (4114 |5 |83 306 z85

018 4201 |1 [104 (212 82

015 (4201 |5 |95 224 105

018 (4202 |1 |86 163 76

018 (4203 |1 |91 172 255

018 (4203 |5 |86 182 154

015 (4204 |1 |80 273 285

018 [420¢ |5 |89 260 258

013 (4208 (1 (104 [183 N
015 (4205 |5 [%2 166 169

018 (4206 |1 |88 173 EE]

018 (4206 |5 |11z 167 o5

018 (4207 |1 |88 196 120

015 [4207 |5 [%2 214 56 a
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Mark New Data

When you define a detail data listing, you may optionally highlight
“Updated data” meaning new or updated data. Last Change Date must
be set in Review Admin for this feature to be available. It can be set at the
individual study level or across the project level.

After you define your report specification, click the check box for “Mark

New Data?”.

Diata Highlighting I Custom Join || addimem J[ addaimems |[  Fiter output ][ Create Report
Header Reget Subkotal with change

Detail Data Listing highlighted with NEW Data PT -
[] Shows Detais? [[] Suppress duplcate roves? Mark New Data? ;

a 1 2 3 4 5 &
Col. Head 1 | | |
Col. Head 2 NV PT WISIT_NUME. .. BURNING EDEMA ERYTHEMA
Sart Order It k2 B 4 | [ |
Feow resulbs - = * |Sumgt.. = |Sumak.. = Sumat.. =
iarn -Low
Warn -High
Panic-Low
Panic-High

Any new or updated data for the included patients are highlighted in the

report.

Detail Data Listing highlighted with NEW Data - All Patients

@ 5 B4 g | ShowFier|| | Refresh|| |

]
INY PT  |VISIT_MUMBER. | BURMING |EDEMA | ERYTHEMA
0is 4101 |1 1 0 2 -
0is 4101 |2 1] 1] 1
0is 4101 |3 I 0 1
01s 4101 |4 0 0 1
0is 4101 |5 1] 1] 1
0is 4101 |6 1] 1] 1
Surm at Chg 1.00 o.00 700
01s 4102 |1 0 0 2
0is 4102 |2 1] 1] z
0is 402 |3 1] 1] 1
0is 4102 |4 I 0 1
0is 4102 |5 I 0 2
013 4102 |6 0 0 1
Surm at Chg 0.00 000 |9.00
0is 4103 |1 2 0 2
0is #4103 |2 g 0 1
013 4103 |3 .EI 0 1

RdN—
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Suppress duplicate rows

If you want to display only unique rows (unique based on all items being
displayed), click on the checkbox for ‘Suppress duplicate rows?’. When
you turn this feature on, it includes “DISTINCT” in the select statement
generated which has the effect of only displaying unique rows.

[~ Suppress duplicate rows?

The examples show the difference between this report when the suppress
duplicate rows is turned off versus on. For example, see PatNo 2125.

® 4 [d|show Filter“ | Refresh“ |
]
INW |PT | SECCQDE

063 | 2103 | BODY: Surgery

063 | 2103 |BODY: Unevaluable reaction

063 | 2104 |M3 Arthritis

063 | 2105 | SKIN:Pruritus

063 | 2106 |MNER :Headache

063 | 2107 | SKIN:Burning sensation skin

063 | 2108 |DIG i Tooth disorder

063 | 2108 |DIG :Tooth disorder

063 | 2113 | SKIN:Burning sensation skin

063 | 2123 |MER :Headache

063 | 2125 |RES :Sinusitis /
063 | 2125 |RES 'Sinusitis

063 | 2125 |RES :Sinusitis

063 | 2127 | SKIN:Burning sensation skin

063 | 2201 |MER :Headache

063 | 2201 |MER :Headache

063 | 2204 |MNER :Headache

063 | 2204 |RES :Upper respiratory infection

063 | 2207 |RES :Sinusitis

063 | 2207 |RES :Upper respiratory infection

063 | 2208 [MaRN :Peripheral edema

063 | 2208 | 3KIN:Burning sensation skin

063 | 2209 | SKIN:Burning sensation skin

PT

SECODE

2103

ECDY: Surgery

2103

BODY:Unevaluable reaction

2104

M5 :Arthritis

2105

SKIM:Pruritus

Z106

MER. :Headache

2107

SEIM:Burning sensation skin

2108

DIG :Tooth disorder

2113

SKIM:Burning sensation skin

2123

MER. :Headache

2125

RES :Sinusitis

Z1E7

SKIM:Burning sensation skin

2201

MER. :Headache

Z204

MER. :Headache

2204

RES :lpper respiratory infection

2207

RES :Sinusitis

2207

RES :Upper respiratory infection

2208

1MAN :Peripheral edema

2208

SEIM:Burning sensation skin

2209

SKIM:Burning sensation skin
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Summary Listing features

Group functions

The Summary Listing have different Group functions available
dependent upon the item selected:

[@] Report Browser

Type:
Detal Data Lisking

Summary' Listing

Farmatted Detall Dak:
Farmatted Sumnary L
Patient Yisit Data Rep

Panels

_Defire Import SOL_
AE (3A5)
Adverse Events
Concomitant Medication
DEMOGRAP (SA5)
Demoqg Import SCL
Dosage
Efficacy Evahsation
Finial
ICAMNDA.AE_SOURCE
Impaort SOL Vitals Blood Press
KE new test
LAB_CHEM (SAS)
LAE_CHEM (SAS)
Lab Chemistry
Lab Hematology
Lab Urinahysis
Labs
< b

b

Ttems

_Define Mew Item_
_Define Mew Rangs_

Age

Age CMF

Age Group

Age Range

AgeT

Childbearing Potential
Current User

Date of Eirth

Ewabuability at Baseline
Irwvestigator

MNew Range For Yalidation IR
Pat ID

Pat. No.

Protocol

Race

Sex

‘isit Date

< »

l-‘:mhh [ Addmem | Addainens |

Functions

Group Functions:

A
count

count distinct

count ibem value

count subjects

min

fax
ean
std.dev.

L

&

Fiter Output || Create Report

Feset Subtotal with change
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When building a Summary Listing it is typical to first select an item with
a group function of ‘none’ and then follow it by the item with a group
function applied. This method displays the item first as a row label
followed by the items with group functions applied.

[ Custorn Join ][ Add Ikem ] add all Ikems [ Filter Qukput ][ Create Report ]
Header Reset Subtokal with change
Ane Bummary Listing w
[] show Details? /\ Suppress duplicate rows? Autosize Columns
u] 1 2 ‘ 3 4 -1 & 7
Cal, Head 1 count subjects min & == std. dev,
Cal, Head 2 Inveskigator  [Jex Qe Age Age Age Age
Group Order 1 z
Row results ~ w w » w w w
Warn -Low
Warn -High
Panic-Lows
Panic-High

Age Summary Listing - All Patients Mi=1E3
| count subjects |min | max mean | std.dev,
Investigator | Sex Sex Age | Age Age | Age
013 fale 14 18 |64 |35.93|13.15
0ia Female |8 20 |ed |36 13.79
030 Male 15 19 |80 |47.8 |13.88
030 Female |5 22 |66 [43.6 |16.83
as6 fale 29 17 |80 |47.62 (19,26
as6 Femalz | 11 20 |76 |91.55 15,81
a3 Male 25 20 |72 [43.24 |13.61
063 Female |4 35 |49 [33.75 6,85
&4 fale 31 25 |73 [45.84 1451
0e4 Female | 4 33 |93 (42 9.59
05 rale 22 29 |74 5455 12,23
065 Female |3 18 |70 |48 26,91
&6 Male 25 18 |70 |32.96|13.45
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The item “AE Coded’ is entered first with a group function of ‘none’
followed by the group functions ‘count” and ‘count subjects’.

[ Custom Join ][ Add Item ] Add All Tkems [ Filter Cutput ][ Create Report ]
Header Reset Subtokal with change
AE Summary Lisking w
[ shaw Details? Suppress duplicate rows? Autosize Colunins
i] 1 2 3 4
Col, Head 1 count count subjects
Cal, Head 2 Investigator  |AE Coded AE Coded AE Coded
Group Order 1 2
Rows results w “ W w
arn -Low
warn -High
Panic-Law
Panic-High

AE Summary Listing - All Patients

i
| counk count subjects

Investigator | AE Coded AE Coded | AE Coded

01s SKIM:Eurning sensakion skin 1 1 -
013 SKIN:Pruritus 1 1

030 DIG :Diarrbea 1 1

030 SKIM:Burning sensation skin 2 2

030 DIG :Duodenal ulcer 1 1

030 DI Vomiking 1 1

056 DIG :Periodontal abscess 1 1

056 B0 allergic reackion 1 1

056 BODY:Body odor 1 1

056 RES :Cough increased 1 1 |—
056 MER :Headache z z

05& UG :Lvinary tract infeckion ] 3

056 BODY;:Back pain 1 1

056 DIG :Sore throat 1 1

056 RES : Sinusitis 1 1

05& BODY:Surgery 2 2

0&3 M5 Arthritis 1 1

063 MaN :Peripheral edema 1 1

063 MER :Headache 5 4

063 RES :|Jpper respiratory infection | 2 2

063 SKIN:Burning sensation skin 5 5

063 SKIM:Pruritus 1 1 &
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Count distinct

The group function for ‘count distinct’ is the same as the count subjects,
except the value being counted are the unique values of the item
specified. For example, if you selected Adverse Event text and specified
‘count distinct’, you would only display the number of unique adverse
event text values. The select item phrase generated: count (distinct
<item).

1] 1 2 3

Col. Head 1 count count distinck
Col. Head 2 AE Text AE Text AE Text
Group Order 1
F.ow results v “ w
harn -Low
warn -High
Panic-Low
Panic-High

Summary Listing - All Patients

count | count diskinck
AE Texk AE Text | AE Text
ARMGIOPLASTY

EACK STRAIM

BLADDER. INFECTION

EURMIMG OMN &PPLICATION

EURMIMG LIPON APPLICATION

BURMIMNG UPOMN APPLICATION (FISSURED AREAS
EURMIMG WITH APPLICATION OF DRLIG
EURMIMG WITH APPLICATION OF STUDY DRUG
EBURMIMG WITH &PPLICATION OF STUDY MEDICT
CHEST COMGESTION

COLD

COLD SYMPTOMS

COLD SYMPTOMSSINUS PATM

COLOMOSCOPY ((POLYPECTOMY))

COUGH

CRYOQTHERARPY

DEMTAL IMPLAMT LOWER JA%W

R Y IR SR Y Y U Y Y I R Y R IR I T
R Y Y PR I U U Y Y I Y Y Y N P
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Count item value

The group function for ‘count item value’ counts the number of entries of
a particular item, which has a particular value. This feature is especially
useful for reports counting patients having different categories. It enables
you to select items from ‘Unique Values’ as a column to count the item.

1. Select a panel.

2. Select each item with group function for ‘count item value’. Click
ADD Item and the ‘Unique Values’ window opens.

3. Select the individual value for a column where you want to count item
value and click Select value.

4. Repeat the same steps to continue to add columns to your report with
ADD Item and the Display Values window. These values will be
counted as different categories.

New item with aggregate functions

There is the ability to create a new item in the Summary Listing window
for aggregate functions. See Chapter 12: Advanced Topics - Define New Item.
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Object toolbar

Snapshot output

When the object window opens a toolbar displays in the upper left corner
for you to reference the active patient selection criteria, output filters or
to snapshot the output window (freeze the results image).

See Duplicate AEs Detail Data Listing

@ % B4 d | Show Filter|| | ReFresh“ |

INY |PT

SECODE

063 | 2103

ECDY:Surgery

063 | 2103

BODY:Unevaluable reaction

063 | 2104

M3 :Arthritis

063 | 2105

SKIN:Pruritus

063 | 2106

MER. :Headache

If you click on Snapshot the green button changes to red to indicate the
window is frozen and the heading changes to Snapshot’ mode. This
results window is now blocked to any updates from the patient selection

criteria.

IV |\PT | SECCDE

063 | 2103 |BODY:Surgery

063 | 2103 | BODY:Unevaluable reaction

063 | 2104 |M5 :Arthritis

063 | 2105 | SKIM:Proritus

063 | 2106 |MER :Headache
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Who icon

When you click the Selection Criteria icon a message window opens to
identify any patient selection criteria active on the output window.

(Req'd PSC) Det Rep 13: Detailed Bpt with Sum Row Results - Subset of patients
""" B« e | Show Filter“ | ReFreshH |

s

Selection Criteria na |Ervtherna | Pain
0 0 Z 0

1

2 1] 1] 0
3 0 0 0
f 1] 1] 0

o oo

Click OK to close the window.

Patient Selection Criteria

@ T2.5Ex =Female' AND TS.COMPLETE ='Mo’ $ AND T12, TREATMEMT ='Ackive'

Output objects saved with a required patient selection criteria display
with a red filter.

(Req'd PSC) Det Rep 13: Detailed Rpt with Sum Row Results - Subset of patients
[s7] & B4 Le | show Filter“ | Refresh“ |

o | ] ]

Copy PSC -= PSE Screen i Erythema | Pain
3111 )1 0 u] 2 0

2 i} ] u} 0

3 i} ] a o}

& 0 u] u} 0
4110 |1 1 ] 1 0

2 i} ] 1 o}
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Output filter icon
When you click the Output Filter icon a message window opens to iden-
tify any active Output Filters on the output window.

Det Bpt 8: Detailed Rpt with Output Filter - All Patients £ Qutput Filter applied
©  [B4] L8 | show Fileer|| | Refresh|| |

Investigak Sutput Filker Loy ot | AE coded

056 5111 192911101 | MER :Headache
G126 19920222 |MER :Headache
063 2106 19911028 |MER :Headache
2123 19911111 | MER :Headache
2201 199109058 |MER :Headache
Zz01 19910915 | MER :Headache
2204 19911020 | MER :Headache
065 7112 19920325 |MER ;Headache
0E6 1120 192911101 | MER :Headache

Click OK to close the window.

Det Rpt 8: Detailed Rpt with Output Filter - All Patients / Output Filter applied
L& | Shaw Filter“ | ReFresh“ |

Investigator |Patient | Onset Date | AE coded

056 5111 |19911101 |MER :Headache
5126 |19920222 |MER. :Headache
063 2106 |19911028 |MER :Headache

2123 |19911111 |MER :Headache
2201 |19910905 |MER :Headache
2201 |19910915 |MER :Headache
2204 19911020 |MER :Headache
065 7112 |19920325 |MER :Headache
i) 1120 |19911101 |MER :Headache

Output Filter

@ Adverse Events.AE coded =MER :Headache
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Multiple population mode

JReview has an optional multiple-population mode available within the
individual browsers output window. When the results are executed and
displayed from the browser output window, three icons are displayed for
“Snapshot”, “Selection Criteria?” and “Output Filter”. The Snapshot
output allows you to freeze the current output window and then change
the patient selection criteria and view the different output within the
browser at the same time.

Note: If the stored object definition has a required patient selection criteria

defined, you will not be allowed to change it.

Final Status Listing =10l
i

| Selection Criteria
I, | P | Se Age | AEsY | Completed? | Reason DICT
mas 410 Flacebo |Male 22 Mo Yes -
o1g | 4102 Placebo  |Male 44 |MNo Yes
maE | 4103 Active Female |35 |Mo YWes
ms 4104 Active Male 32 Mo Yes
g | 4103 Flacebo  |Male 25 |MNo Yes
& | 4106 Placebo  |Male 18 |Mo Mo Protocol violator
ma | 407 Active Female |24 |MNo Ves
g | 4105 Active hale 31 |MNo [ls] Pratocal vialator
o0& | 4109 Active Female |20 Mo Yes
o1a | 4110 Active Female |24 |MNo [K[s] Pratocal vialatar
maE | 4111 Placebo  |Female |33 (Mo YWes
ma 4112 Placebo  |Male 46 |Mo Yes
g | 4113 Active Male 25 |Mo Yes
g 4114 Placebo  |Male 57 |MNo Mo Lack of Efficac
ma 420 Flacebo |Female (45 |MNo Yes E‘
1] | I
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The output example shows a stored report object with no patient
selection criteria. A snapshot was taken of the current output.

Final Status Listing =lOl x|
9| ¥ b4

|
I, | Pat. Mo, | Trestinent | Sex Aoe | AEsY |Completed? |Reason DIC?
018 |41 Placebo flale 22 Mo Yes -
015 (4102 Placeba | Male 44 |No s
08 4103 oot Toeeolo o R
0g 4104 4 Patient Selection Criteris X|
018 4105
018 4108 @ All patients ol winkstar,
015 (4107
015 (4108 ol widlstor
018 (4109
015 (4110 Active Female |24 [No o Protocal vialator
015 (4111 Placebo |Female |33 Mo Yes
01 (4112 Placebo | hale 46 |Mo Yes
015 (4113 Active hlzle 25 |No s
018 4114 Placebo  |Male 57 |Mo Mo Lack of Efficac
015 (420 Placebo |Female |43 Mo Yes =
0| I ]

Clicking on Snapshot locks the output window.

Final Status Listing =10l x|

¥ b4

Iy, [Fat. Mo, | Trestment | Sex Age | AEsY | Completed? | Resson DNC?

015 4101 Placebo | hale 22 |Mo Yes -
018 4102 Placebo  |Male 44 Mo Yes
015 (4103 Active Female |35 |Mo Yes
015 | 4104 Active hlale 32 |Mo Yes
015 (4105 Placebo | hale 25 |Mo Yes

015 (4106 Placebo | hale 186 |Mo Mo Pratocal vialatar
015 | 4107 Active Female |24  |Mo Yes
015 (4108 Active hale 31 |Mo Mo Pratocal vialatar
015 (4109 Active Female |20 |Ma Yes
015 (4110 Active Female |24  |Mo Mo Protocol violator

015 (4111 Placeho  |Female |33 |Mo Yes
015 (4112 Placebo | hale 46 |Mo Yes
015 4113 Active hlale 25 |Mo Yes

015 (4114 Placeho | Male 27 |Mo Mo Lack of Efficac
015 | 4201 Placeho  |Female |45 |Mo Yes =
<] ] *]
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A different patient selection criteria can be applied and with the same
report object re-executed to display the two output results together for
comparison. The selection criteria message box shows the revised
selection criteria definition.

| ¥ b4

=0l x|

ny, |Pat. Mo, | Sex Age | Cotnpleted? | AE2? |Reason for DAC?

EREA T Male |22 | Yes Mo -
ME | 4102 Male (44 | Yes Mo -
& | 4103 Female |35 | Yes Mo

Mg | 4104 Male |32 |¥es Mo

MG | 4105 Male |23 | Yes Mo

& 4106 hale 18 |Mo Mo Protocal violator

1G | 4107 Female |24 |Yes Mo

28 | 4108 hizle 3| Mo Mo Protocal viclator

& 4108 Female |20 |Yes Mo

214G 4110 Female |24 Mo Mo Protocal viclatar

18 4111 Female |33 | Yes Mo

Ma | 412 Male |46 | Yes Mo

Final Patient Status Lisk

| 5 b4

=0l

‘Ive. | Pat. Mo, | Sex Age | Completed? | AEsT |Reason for DAC?

oG (4103 Female |35 |Yes Mo -
015 (4104 Mz il
ms (#a7 Fe -
oG (4108 Mz

015 (4109 Fe

015 (4110 Fe

s (4113 Mz

015 (4202 Mz

015 (4203 Male |64 |Yes Mo

015 (4205 Male |37 |Yes Mo

ma | 4208 Female |47 |Yes Yes

030 {31 Male |67 |Yes Mo

030 {3104 Male |62 |Yes Mo

030 3107 Female |47 |Yes Mo

||c|ju| 3108 |Female |33 |Ves Mo , IE|
4 3
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Multiple output for required selection criteria

When a stored object definition has a required selection criteria, you are
not allowed to modify the selection criteria. The output window displays
a notation in the heading “Req’d PSC” with a double filter icon. You can
open multiple objects with “Req’d PSC” and toggle between the required
selection criteria to update your Data Browser display or other open
objects where a selection criteria definition is not required.

(o1 x]

b d

Iny. |Pat. Mo, | Cardiovascular Dx | Hypertension | Vist Mo, | Cholesteral | Trigly

015 | 4114 Mo YWes 1 305 373 |
4114 Mo Ves 4 306 285
4208 £ patient Selection Crite x| 174
4208 266

030 3104 B2
04 @ T1.CARDIAC =2 OR T1.HYPERTEM =2 20
05 55
F0o5 92
o7 gE
o7 Wes Mo 4 1 7E
o9 Yes YVes 1 227 3
09 Wes ez 4 249 355
311 Mo Yes 1 292 189
3204 Yes Yes 1 194 272
3204 Wes ez 4 199 232 |

1 | [+]

JReview gives a warning when opening a “Stored/Req’d PSC” subset
object and allows the user to suppress the warning after the first time. A
warning dialog will be presented when trying to update the patient
selection criteria if a Snapshot/Frozen or “Req’d PSC” object is open. The
warning informs the user that any open Snapshot/Frozen or “Req’d
PSC” objects will not respect the new patient selection criteria (and the
patient selection criteria update will proceed for other objects). The user
has the option of suppressing future appearances of the warning.

Frozen or Req'd PSC Object x|

Mote: At least one object is Snapshot, has a Required PSC or is Saved Output and will nat reflect any new PSC,
Do you wish bo suppress Further warnings of this bype?
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The last launched object with a required selection criteria is loaded into
the Patient Selection Criteria window and the patients are listed in the
Data Browser window. The Data Browser always reflects the current
patient selection criteria.

& patient Selection Criteria [ichp

(Req'd PSC) ARZ: A

~Parel —lem
Randomization =
Medical Histary AE Teut
Ere‘”m‘sﬂ M;";?”;, 2010303112 Male |27 | BURMING YWITH APPLICATION OF DRUG
oncamitant Medication
Dosage 2010303205 HEAT REACTION UPOMN APPLICATION OF WY
Demography PRV < patient Selection Criter |
Final _ h
or _}I—I 200585 [V @ T10,5ETERT is not WULL AND T5.5E% =1
Wwh
2010565112 |Wh
2010565113 [Wh
Update Browsers | Add Expressiar iy I
ancior | Select Criteria (Text] | Selert Criteria (SGL] |
Adverse Events AE Text is not missin... |[T10.SETEXT is not MULL
AMD Demography Sex =Male T5 SEX =1
{Req'd PSC) Cardio I =]
| ¥ ] bl KA201 2 2 |Male
HAZ01 2010303205 Male |72
Iy, |Pat. Mo, | Cardiovascular D | Hypertension | Wisit Mo, | Cholesteral | Triglhyc WA201 2010303206  |Male |35
015 4114 i Yes 1 305 373 (& rAz01 2010565111 Male |32
4114 Mo Yes 4 306 85 HA201 2010565112 Male |50
4208 Mo Wan 1 125 174 | Ha201 2010363113 |Male |36
030 | 3104 Ve Mo 1 258 2 K201 2010565122 |Male |51
3104 es Mo P 139 =0 HA201 2010565126  |Male |28
T Ch——— R NS
e (]
3105 [l bl 4 145 a2
° = K201 2010565207 |Male |69
31 D? YES ND 1 203 BB [P ala T} Snd Ac ST O A=l A= _Iﬂ
0T |ves o 4 211 76 Kl | r
3103 |Ves s ! 227 341 Prev CASE | Mext CASE | Reset Cases |
2109 Yes Yes 4 249 I
q D
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To load the previous object’s selection criteria, click on the double filter
icon “Copy PSC -> PSC Screen”. The selection criteria is copied into the
Patient Selection Criteria window. Click Update Browsers to update the
Data Browser display.

2 Patient Selection Criteria [ichp {Req'd PSC) AR, =10l x|
~Panel rlitem EI E] ﬁl

Randomization ﬂ 1

Medical Histary Pat ID Race Sex |Age AE Text

Previous Medication
Concomitant Medication

2010303112 |White |Male |27 | BURMING WATH APPLICATION OF D
2010303205 |White |Male |72 |HEAT REACTION UPON APPLICATI

4

g:fnzzfapm 2010303206 | White | Male |35 | INTESTINAL UPSET (DIARRHEA)
el White | Male |35 | INTESTINAL UPSET (vOMITING)
B _I;l 2010565111 |White | Male |32 | COUGH

b / White | Male |32 | HEADACHE

Fs

2010565112 |vWhite |Male |50 |ELECTRODESICCATION & CURETTA
MANSFES115 vhite | ale |36 OREF THROMAT
Update Browsers | Aol Expressiar 4

AndiCr | Select Criteria (Text) Select Criteria (SGEL)
Medical History Cardiovazcular Disea... |T1 CARDIAC =2
OR Medical History Hypertension =2 T1 HYPERTEM =2

5 71 bd

- ' k8201 2010184208 |Femals |47
D | Hypertension | Wist Ma. | Cholesteral KAZ01 2010303104 [Male B2

1 k2201 2010303105 |Male |43

n k2201 201030307 |Female |47

1 k8201 2010303109 |Male |50

TR om . T el 2010303111 |Female |56
o0 Toe o ] e = k2201 2010303204 |Male |63
ot v o . 199 = k8201 2010303205 |Male |72
h.2201 SUMOSES11E  |Male |39

3105 |Mo ves ! 158 55 a201 S010565120  |Male  |BB
05 [Mo fes 4 148 * k2201 2010565123 |Female |76
07 |ves Ma L 03 &8 Kaz0 2010565207 |Male |59
307 |ves Mo 4 211 78 ka201 2010565208 |Female |67
03 [Yes ves 1 227 3H k201 2010632109 |Male 43
3109 [“es Yes 4 249 355 k2201 2010632110 |hale 52

3111 |No es 1 202 198 [ ka0 200632113 |Male |72

If you open another stored object which doesn’t include a selection
criteria, the output will display with the previously launched required
selection criteria.

Note: Stored objects with required selection criteria will take precedence over
object definitions without required selection criteria when you toggle back.
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Output filter

Subset data

The reviewing strategy of an Output Filter is to provide a tool that
instantly highlights and subsets a group of patients with a particular
observation (such as Adverse Event: Gastrointestinal) and/or visit
measures (such as Visit Label with a particular data Item value.) The
output filter is designed to focus in on particular observations and visits;
it is not designed to be used for the patient selection criteria.

For example, if you want to see all the patients who had Adverse Events
with an intensity of ‘Serious’, you need to decide whether to define the
data subset at the patient level or observation/visit level. If you define
the data selection with a patient selection criteria and apply it to a detail
data listing, all the patients who have a serious adverse event are selected
and in addition their other adverse events are displayed. This subsetting
option provides for a complete clinical profile of the patient when you
apply a patient selection criteria to the patient population. However, to
view only ‘Serious’ adverse events and not display other adverse events
you would define an Output Filter. So when selecting from multiple
observation/visit data you need to determine which subset function to
apply for viewing at patient level or visit level.

The examples show a glucose data listing with a patient selection criteria
applied for values >= 300". The glucose selection was defined instead as
an output filter.

] (Snapshot) Glucose Listing, PSC >=300 - Subset of patients [ |[3][X]

® Vb4
|
I E L T A e T B Patient Selection Criteria &|
063 2108 1 423 —
063 Z106 |4 460 s
063 2113 |1 276 \!‘) G U S
063 113 |4 346
065 7206 |1 393
0es 7206 |4 219
066 1os |1 380
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Next the output filter was applied and the previous patient selection
criteria was removed. The exact same patients are selected. However, the
difference is the patient selection criteria displays all the visits for
selected patients, while the output filter selects only those visits with the
elevated values as defined.

You may apply both patient selection criteria and output filters to an
object specification and both would be saved in the object specification.

Glucose Listing, Filter >=300 - All Patients / Output Filter applied H=E
& % B4
| Output Filter,
Investigator |Pat, Mo, | Visit Mo, |Glucose
063 2106 1 423 &,
063 2106 4 460 \l) Lab Chemiskry Glucose ==300
063 2113 4 346
065 7206 1 393
0BG 1109 1 380
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Creating report output filter

Click Filter Output before you click Create Report. The Report Output
Filter window opens.

Output Filter

DCMQuestion Groups Queskions Functions Cperator
_Define Import S50 _ #|  Onset Time # actual walue
AE Cases (AERS) Cukcarme
AE Events (AERS) Qutcome being treated? <
fdverse Events B Patient =
Concomitant Medication Cualifying Question =
S8SR.eqgiskration Qualifying value =
SyskemTables Related ko Inv Med? contains;
Imported3gL Repeat # N doesn't contain: —
Demography ¥ Serious? o begins with:
< | [ £ | & ends with: b
Yalue
ADD expression ][ Display Stats ][ Display Walues ] | Item Compare ][ Define Parameter
And O Result Filker {Text) Result Filker (S0L)

— The output filter looks and operates similar to the patient selection
criteria window.

— You select the panel item and value or range value to create a row
filtering criteria.

— The selection of the values or range values are supported by
Display Stats and Display Values.

As in the patient selection criteria, Display Stats instantly provides the
basic descriptive statistics for the highlighted item, function, and value,
and Display Values provides a listing of all values possible for the
selected item, function, and value. Both Display Stats and Display
Values present their respective listings for the whole protocol(’s)
population, unless you check Subset by Patient Selection Criteria. With
Subset by Patient Selection Criteria checked, the respective information
in these windows is limited to the patient subset created by the current
patient selection criteria. (See Chapter 2: Selecting Patients: Display
Values and Display Stats)
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Comparing items

Click Item Compare if you want to create a criteria expression that is
based on the relationship of two item values. (See Chapter 2: Selecting

Patients: Compare Items)

Adding expressions

Qutput Filter

Click ADD Expression once a row filtering criteria has been created. The
expression is immediately entered in the Result Filter (Text) and Result
Filter (SQL) columns.

Add as many row filter criteria as needed to limit the rows of
observations and visits included in the report analysis. Each result filter
expression is automatically joined by the AND operator. However, just as
in the patient selection criteria, the operator OR is also available for non-
dependent filter expressions. AND Select is not an option in the output
filter.

rPanels: ems:

_Define Import SGL_ Ll Onzet Time -~
AE (545 Outcotne

: || Owutcome being trested?
Concomitant Medicstion Pat 1D

DEMOGRAP [(S4A5) Pat. Mo.

Cernog lmport S0 Pratocal

Demography Related to Inv Med?

Dc'_sage . Serious? 1
Efficacy Evaluation o Therapy far AE

4 | * wisit Nate b

rFunctions:

cantains:
doesn't contain:

begins with:

ands withe

bl

Walue

Save Fitter [ ADD expression ” Dizplay Stats lDiSplay Yalues

[ ftem Compate ” Define Paratneter l

AndiCr Result Filter (Text)

Result Fitter (SGL)

|:| Subszet using Select Criteria”?

[

ADD expression
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When the output filter is entered, click Save Filter to apply to the next
generated report.

£ Qutput Filter

~Panels: ~ltetns: ~Functions: ——— rOperator
_Define Import SGL_ ad Onzet Time -
otcome
5 ents | Ougeotne being treated? <
Concomnitant Medicstion Pat ID =
DEMOGRAR [SAS) Pat. Mo, ==
Cermog Import S0 Prataocal e
Demography Felated to I, ; cortains:
E;.SEQE i Serious? L doesnt cartain: B
cacy Evaluatian b’ Therapy for &E heging with:
i | l YWisit Nate : el weithe :
Walue
Save Fitter ” AD0 expression ” Display Stats ”Display Yalues ’ ltern Cotnpare ][ Define Paratmeter
AnciCr Result Fiter (Text) Re=sult Fitker (SGL)
|2ctverse Events Related to Inv Med? =0 [T10.SERELATD =0 |
The Report Browser Filter Output button status updates to Filter is ON.
| Data Highlighting I Custom Join | Addftem ][ Addaliltems ||  FikerisON || Create Report |
Headar [ Reset Subtotal with change:
Dt Data Listing -
[ S Dt s [¥] Suppress duplcate rows? able ) [] mark News Data?
0 1 z 3 4 5
Cal. Head 1 | | [Relsted ko
Col. Head 2 L lPetient [Onsst Date  |SE Code |Study Drug
Sort Order 1 2 3 4
e ressults - - - - -
i -Low
Warn -High
Panic-Low
Panic-High
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View output filter

Now you can click Create Report. The report displays only those
observations defined by the filter output criteria(s). The report heading
indicates the output filter status as applied.

[E] Detail Data Listing - All Patients / Output Filter applied ['__|['E|P§|
o ¥ B4 = | Show Filter|| | Refresh“ |

[ Related ko

INY | Patient | Onset Date | SE Code Study Drug

030 | 3205 [19910916 | SKIM:Burning sensation skin |Highly Probable

063 (2105 19911004 | SKIM:Proritus Highly Probable

063 (2107 19911021 | SKIM:Burning sensation skin [Highly Probable
063 (2127 |[19920225 | SKIM:Burning sensation skin | Highly Probable
063 (2208 [19920131 | SKIM:Burming sensation skin |Highly Probable
063 (2209 19920204 | SKIM:Burning sensation skin [Highly Probable
064 (6104 19910810 | SKIM:Burning sensation skin |Highly Probable
054 (6110  [19910905 | SKIM:Burning sensation skin |Highly Probable
064 (6112 19910920 | SKIM:Burning sensation skin [Highly Probable
0&4 (6112 19910923 | SKIM:Burning sensation skin |Highly Probable
0&4 (6112 (19911008 | SKIM:Burning sensation skin | Highly Probable
064 (6118 19911111 | SKIM:Burning sensation skin [Highly Probable
0&4 (6120 19911114 | SKIM:Burning sensation skin [Highly Probable
064 (6202 19910812 | SKIM:Burning sensation skin |Highly Probable
054 (6206 |[19910904 | SKIM:Burning sensation skin |Highly Probable
064 (6208 19910911 | SKIM:Burning sensation skin [Highly Probable
066 (1106 19910901 | SKIM:Burning sensation skin |Highly Probable
066 (1121 (19911023 | SKIM:Burning sensation skin | Highly Probable

You can save the report specification for later use and results validation.
All saved reports with an output filter ON are saved with the filter
specification, and the filter will be active when relaunched.

To turn the Filter Output off:

1. Click Filter is ON and the CrossTab Output Filter window opens.
2. Click New.

3. Click Save Filter to save the cleared filter status before closing the
Output Filter window.

4. The Report Browser window updates the button to Filter Output
indicating NO Output Filter is defined.
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Define Runtimefilters

Runtime parameter

Defining runtime parameters is another way to select Output Filters to
subset your patients and data observations. The object specification
(reports, graphs, crosstabs) are first saved with the defined parameters.
When the object specifications is executed the Output Filter View Choices
window with the defined parameters displays for selection to the user.

The same basic steps used to define an output filter are used to select the
panel, item and operator before you click Define Parameter.

Initially when you define the parameters you can specify the parameter
type as free text, between two values, choose from a specified list, or
choose from all possible values (Display Values).

The defaulted parameter text can be edited to an end-user prompt or
question.

Also, you can specify with a checkbox if filtering is required for the
parameter. Otherwise, when the object is executed the user can click the
‘Disable Filtering’ checkbox prior to creating the output to not include
filtering on a particular parameter.

This feature provides flexibility for the user to select various
combinations of parameters to generate output containing different
patients or data values.
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Create parameter

The Define Parameter function is accessed within the Filter Output
window in the various browsers (reports, graphs, crosstabs). You may
combine standard output filter definitions along with defining
parameters when you click Save Filter. The operating features of Define
Parameter are similar to selecting a panel and item for an output filter.
You have access to all panels and underlying data items when creating a
parameter.

1. From the browser window, click the Filter Output button to open the
Output Filter window.

Select a panel.
Select an item.

Select the operator.

2.
3.
4.
5.

Click Define Parameter.

Output Filter

Panels: fterms: Functions: Opetatar
_Define Inport S&0_ 1 L A || BRSNS
— | | AE Type (description) W
Change in Inv hWed -
| | End Date .
DEMOGRAR (SAS5) Endl Time E e
Derog Import SEL Irterisity e
Demography I estigatar containg:
LIVER TOT ) =
E;:fage Evalusti Ml AEd doezn't contain:
icacy Evaluation w -AE ay s hegins with
<_ I 2 Ongnlng AET Z arrls itk Z
Walue
Save Fitter ][ ADD expression ][ Display Stats ][Display Valuesl | ltem Carmnpare ][ Define Parameter
Ancdicr Result Fiter (Text) Re=sult Fiter (SGL)
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The ‘Runtime Filter Definition” window opens. You may replace the
default text in the End User Prompt for field value(s) by typing over the
description.

6. Select one of the Parameter Value Choices.
When selecting which parameter value choice to apply to your data you

must consider the data type. For example, whether the data is date,
numeric, free text or references a data dictionary file.

The free value entry can be used for free text data such as Adverse Event
Text or Concomitant Medication Text.

The option to select a value between two value entries can be applied for
date ranges or numeric laboratory and vital signs data.

Coded data referencing a data dictionary file is best defined by allowing
the user to select from any values (Display Values) as the entry required

is the coded value.

Large tables can be accessed for selecting values from an SQL statement.

£ Runtime Filter Definition

Enc Uzer Promgt for field walue(s):

Acverze Events Investigatar <parm=
Farameter Yalue Choices
O Free value entry

O “alue BETWEERN twwo value entries

O List of value choices (cotnma separsted)

List of value choices (comma separated)

@ allowy user to =elect from any values (Display Values

(:) Select any values (from a SOL statement)
S0L detailz

|:| 1= filtering recuired for tem?

ADD expression
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7. Check if filtering is required for item? (optional)
8. Click ADD expression.

9. Repeat the steps to add another parameter.

£ Runtime Filter Definition

End Uzer Prompt for field values):

Enter Onset Date values EiETWEEN|<parm>
Farameter Walue Choices

O Free value entry

@ Value BETWEEM tywi walue entries

(:} List of value choices (comms separated)

List of value choices (cotnma separatecd)

(:} Allowy user to zelect from any values (Display Yalues)

O Select any values (from a SQL statement)
SGIL details

|:| Iz fitering recuired for tetm?

ADD expression
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If you select the parameter option for ‘Select any values (from a SQL
statement)’, enter the SQL statement.

Click the Check SQL button which goes to the database and checks the
SQL syntax then returns an Oracle error if present. Click OK to close the
message window.

£ Runtime Filter Definition

Enid Uzer Prompt for field waluels):
Select Lab Test =parms=

Parameter “alue Choices
O Free value entry
O Walue BETWWEER twwo value entries

(:} List of walue choices (comms separsted)

Lizt of value choices [comma separated)

O Allowy user to zelect from any values (Display Yalues)

@ Select any values (from a S0L staterment) Check SQL
SGL details

Select distinct T16 LABEYAR from KAZOM LABS Data T16

|:| Iz filtering reguired for item?
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10.Change the Boolean Operators in the Output Filter window if needed
then click Save Filter.

£ Qutput Filter

fterms: Functions: Opetatar
-~ Chan:;;e ir; I Méd ’ il decoded value
End Date
|| | Endl Time =
DEMOGRAP (SA5) r— =
Diernog mport SGL Investiator 4 2=
Demography LIVER TOT ==
DD_SEQE _ MI_&Ectays cortains:
Efflcau:y Evaluation Ongoing AE? doesnt contain: o
Final ¥ Oraet Date begins with:
<_ I 2 ein m ek e o ! el weithe !
Walle
Save Fiter ][ ADD expression ][Displa\; Stats ”Display Wall... ftetm Compare ” Define Parame...
Anddfior Resuft Fiter (Text) Result Fiter (SGIL)
Aoverse Events Investigator =patm=  |T10INVESTIGATOR ==partn=
AMD Select AE Coded <parm= T10.SECODE =<partm=
A0 Select Onset Date BETVWWEEMN=parm= T10.SEQMZETD ==parm=
AMD Select AE Intensity =parm= T10.5ESEVERE ==parm=

Enter runtime parameter

When the user executes a report, graph or crosstab object with runtime
parameter prompts define, first they see the Output Filter Parameters
window prompting for all parameters.

Use the scroll bar to the right to view multiple parameters within the
window.

The user may select multiple parameters with the CTRL or SHIFT key in
the Display Values option.

The ‘Disable Filter” checkbox allows the user the flexibility to ‘turn off’
filtering for a particular item. If the ‘Disable Filter” checkbox is grayed
out then you cannot disable the runtime filter parameter as it was
defined as required by the author in the output specification.

Click the ‘Enable/Disable’ button to enable or disable all the filters.

Note: If the Parameter description appears truncated you can stretch the column
width by dragging the header border.
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Output Filter Parameters

2
Er@abileonzahie

Parameter Chosen Yales Dizahle Fitter
Walie
018 ~

) 030

Acdverse Everts Investiystor <parms e D
[l:2] -
Decodle Text Code
M= Chlyalgla 3470 | A
MEFR: :Dizzines 1470 B

A0 Select AE Coced <parms MER -H = O
MER : Somnolence 4675 |
RES :Cough increased 1250 w

AND Select Onset Date BETWEEN=parm:= B =N =

13

[CreateOutput ] [

Cancel ]

After making parameter selections, click Create Qutput to generate the

results.

[B] AE list with runtime parameters

& ¥ b
|
Investigatar | Pat. Mo, | Onset Date AE Coded Irtensity | Related to Iny Med?
065 2106 25-00CT-1991 | MER :Headsche | Mild Mat Related
063 223 11-MO%-1991 | MER :Headache | Mild Mot Related
0E3 22 03-5EP-193 | MER :Headsche |Mild Mot Related
063 22m 15-5EP-1931 | MER :Headsche | Mildd Mot Relsted
063 2204 20-202T-1931 | MER :Headsche | Mild Mot Relsted
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If the parameter defines a date the scroll bar next to the date field may be
used to select the month, day, and year or display a calendar for
selection. Use the month and year scrolls selecting the day, click OK
closes the calendar window. The selected date is displayed date field.

Quiput Filter Parameters £ Calendar Popup

C;
-
Paratneter Dizable Filter
-
Addverse Events Investicstor =psrm= El
AND Select A Coded <partrs F] b
W
IEDOD‘.’:Surgery 4532 w
\AND Select Onsst Date BETWEEN=parms= | Feh 27,2007 | to [ Feh 27,2007 | [ 2
L Create Cutput J [ Cancel ]

Edit runtime filter

You may edit paramaterized filter definitions for reports, graphs, and
crosstabs. After opening the saved output specification, click on the
FILTER ON button to display the Output Filter window. Right mouse
click on the parameter line to be edited. A floating EDIT button displays
to access the Parameter Definition window to apply edits.

ol
Save Fiter [ rusplay stats ].[ Display Values |
Ao Resuk Filter (Teut) Result Fiter (S0L)
(Adwerse Everts. AE coded = <pam> T, SECODE = <parm>

_dRe{T0.SECREETD, TYIMMDD) >=<pam> |
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Reset filter parameters

After you have created your output to view the results, you have the
option to change the parameter filters from a particular result view. Click
the Output Filter icon in the output window to open the Output Filter
window.

Ivestigator | Pat. Mo, | AF Coced Onzet Date  |End Date

030 3112 SKIM:Burning sensation skin | 05-MNOY-1351 | 05-MNOY-1991
054 E118 SHIM: Burning sensation skin | 11-MOW-1351 |11 -MOY-1991
E120 SHIM:Burhing sensation skin | 14-MOW 19331 | 14-MOY-1 931

*1 I [>

2 Qutput Filter

@ Adverse Events, AE Coded = Display Values value(s): 3942
AMND Adverse Events.Cnset Date = Value Between values (From,to);01-MNOY-1991,31-DEC-1991

[ Change Cutput Filker Parameters ] I 814

The Output Filter window opens to display the selected parameter
details with the option to Change Output Filter Parameters.

1. Click Change Output Filter Parameters to return to the Output Filters
Parameters window.

2. Enter different parameter values.

3. Click Create Output and the current output window is refreshed with
the new output filter parameters.

4. If you simply want to view the Output Filter details, click OK and
close the window.
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Patient Vist Data Report

Select panel visit data report

The patient visit data report supports joining multiple visit data into a
single report without the usual problems encountered with multiple
joins. You can select data from different panels containing multiple visit
data and the records are linked by the Visit Date.

If a record contains several date fields you have the option to select
which date for reference in your report specification. Initially when you
select this report type the PatientID and Visit Date are hard coded into
the report and are required.

L'l_'_u] Report Browser

Questions Functions

Filtar Outpit | Add All Tbems f Creste Faport
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Define patient visit data report

[ill] Report Browser

You define the contents of a patient visit data report using the same
method that you used to build the detail data listing:

1. Select a panel.

2. Select each item of interest.

3. For each item, select an appropriate function or use the default
function type for the type of item selected.

Type:

Cretadl Diaka Listing
Surnmary Listing

Formatbed Detal Data Listing = AE
Foematbed Summary Listing fidverse Everts

‘sl Visik Data Report

DCMiQuestion Groups
14 AERSData ~
[+ AERS

¢ 3
Options and Patient Info | B LAB_URIN
Dot Morge Selt % LABOATA v v
[ Fiker Cutput I Addem | Addalittems ||  Addvemal ||  Create Report
Headar
Hemsteloay B AES Patient Visk Diata Report
] Show Detads?
0 1 2z 3 4 5 & 7
Col, Head | | _ E| I B - _
Col, Head 2 PAID  Date  [wBC RBC HGB HCT AE coded
W'arm -Low |
o High |
Parkelow | 0 ] @ I
Faric-High | ]
Report options

After adding all your items to the report template you can apply

additional report options, patient information, formats and date merge

settings.

4. Click Options and Patient Info. The Report Options and Patient
Information window opens.
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I Report Options and Patient Info

Report Oplions

[=] Bty Al Diata Clrmeevations for sach dyd

Patisnit Trformation
DM Question Groups Cunstions Functions Pabient Info Items

+ SASRegtration Codumn Name Displary
[ Importedsol

+ DEMCGRLAPHY

+ FIMAL

+ Pk

+ MEDHIST

F RANDOMIZATION

= WITALS

< Remove Ttems |

Lex]

5. Report Options supports multiple observations with the default set to
ON for ‘Display All Data Observations for each day?’. For example,
if there are multiple Adverse Events with the same Onset Date, they'll
be listed on separate report rows as floating for that patient. The first
Adverse Event row listed displays the Onset Date details, the next
Adverse Event displays on the next row with the date field blank
implying that it’s from the same Onset Date.

If you uncheck ‘Display All Data Observations for each day?’ it only
displays one value on the specified date, typically the last one for that
date based upon the time/observation item setting.

Repart Opkions

Display All Data Observations For each day?

6. Optionally, click Column Head Font and Data Font to change fonts
for Column Headers and Report Data. (Future enhancement)
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Add Patient Info [tems

You can add patient information items to display as a column under the
PatientID. For example, demographic or medical history information.

7. Select the panel and item.

8. Click Add Item and Remove Item to add or remove items from the
Patient Info Items list.

B Report Optians and Patient Info

Reéport Options

[+] Displary AS Dt Obsarviations for each day?
Patiart Information

DMt Groups CpEtnG Furctions Patient fnfio Rems

9 SASRegetration ~ EETET Columntioms | Display
B Imported 0L Aroessble TS Destooraghy,Sax  [Sax
=) DEMOSSRAPHY Actus Evert I

oo Rargn 4 Do
[+ FINAL OPE Name
[ Fivot Childbaaring Potantisl
[ MEDHIST Chracal Shudy
[ RANCOMIZATION P Dt
[ WITALS DR M Coen (RO TLETE
DM Sk Nuame
DM Subesaak Mumber
e T
Dasta Lok Flag
Date of Brth
Dooumeni; Number
Evaluabity o Bassine
Irvmstigator
Lab
Lab Assignmant Ty Ci
Lab [d
Lab Rangs Subsat Numt
Login TS e
L4 >

=

9. Optionally, click PatID Font and Info Item Font to apply fonts for
PatID and Info Items. (Future enhancement)

10. Click OK.
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Define Date Merge Settings

When you add items to your report specification the Visit Date is
defaulted for all selected panels. If a panel contains multiple date fields
you have the option to specify a more appropriate date. For example, if
Onset Date is preferred in the Adverse Events panel instead of the
default Visit Date. A message displays requiring you to select a specific

date item if you included panels containing multiple dates.

11.Click Date Merge Settings. The Verify Date/Visit Merge Items

window opens.

& Verify DatefVisit Merge ltems

Included Tablesiiews

TakleMiew Dratettern CbsiTine ketn Lookup on existing date
Protocal # |Frotocal .
Fed Cell Count ~ |Red Cell Count B

Lab Hemstology Visit Label Visit Label O
Wisit Mo, = |Wisit Mo, =
WWhite Cell Count & White Cell Count b
Ongoing AEY # 1Ongoing AEY ~
Onzet Date Onset Date

Adverse Events Onset Time = 10nzet Time — ]
Outcame Outcome
Chtrnme beinn treaten T Outeneme beine treated
£ | | * £ | |

Cancel

12.Select the preferred Date Item and Obs/Time Item for each
table/View.

13.Click OK.
14. Enter a report Heading.
15.Click Create Report.
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Create Patient Visit Data Report

Observe the Adverse Events where the Onset Date is different from the

Visit Date and displays on a new row. This distinguishes the Adverse
Event data from the scheduled visit data for the Hematology results.

If a time/observation item were applicable it only orders items within it’s
own panel or table, so joined panels are independent of each other
regarding sort.

Hematology & AEs Patient Visit Data Report - Subset of patients
Sy P P

AE AE AE related
PatID Date WEC |[RBC HEE |HCT |Onset Date | Coded to Inv Med?
2010184208 | 10-07-1991 (4.7 4.7 [13.3 [40.2 |07-0CT-1991 | SKIM:Burning sensation skin | Possible -
07-0CT-1991 | SKIM:Pruritus Possible
11-05-1991 (4.2 (4.6 |13.1 |39.5
2010303111 | 08-16-1991 18,3 |5.2 |13.8 (414
09-04-1991 04-SEP-1991 |DIG :Duodenal ulcer Mok Related —
2010303112 | 10-25-1991 (6,5 |5.2 (156|475
11-08-1991 03-MOY-1991 | SKIM:Burning sensation skin | Possible
11-22-1991 |66 |5.4 |16.58 |50.4
2010303205 | 09-09-1991 (7.1 (4.7 |13.7 |41.7
09-16-1991 16-3EP-1991 | SKIM:Burning sensation skin |Highly Probable
10-05-1991 |79 4.8 |14.5 | 43.2
2010303206 | 09-10-1991 |54 |5.1 |15.3 458
10-05-1991 08-0CT-1991 |DIG :vomiking Mot Felated
03-0CT-1991 |DIG :Diarrhea Mok Related
10-09-1991 |53 (5.1 |15 44.7
2010565102 | 07-09-1991 16,9 (4.5 |13.6 |42
07-23-1991 23-JUL-1991 (U@ :Urinary tract infection | Mok Related
03-06-1991 10,7 (4.4 |13.6 |40
2010565109 | 09-23-1991 (7.8 (4.2 (127|386
10-11-1991 11-0CT-1991 | BODY:Back pain Mok Related
10-14-1991 |69 4.5 |13.6 40,9
2010565111 | 10-09-1991 (7.4 (5.1 |15 |45
11-01-1991 01-MOV-1991 |MER. ;Headache Mok Related
11-02-1991 02-NOY-1991 |RES :Cough increased Mok Related
11-06-1991 |7.1 |5 14,8 /43,9

Patient Visit Data Report
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Lookup on existing date

Header

[] Shaw Details?

A ‘Lookup’ question within the DateMerge dialog allows you to control
which data contributes dates or to only lookup on existing dates. In the
following patient visit data report example, data was specified for
Conmeds and Adverse Events.

Concmed & AE Patient Yisit Data Report

Autosize Columns

1]
Col. Head 1

1 z 3 4 5 & 7

Col, Head 2

PatID Dake Drug Code Dose Onset Date  [AE Coded Inkensity

Warm -Low

Warn -High

Panic-Low

Panic-High

The first listing shows the DateMerge lookup questions with the default
settings for '‘NO’.

& Werify Date/Visit Merge ltems

rincluded Tablesiviews

Table view Datetetn ObziTime ftetn Lookug o existing date

|Prc|t0c:0l V- |Prc|t0c:0l A
] o Stop Date Stop Date

Concomitant Medication \isit Date \isit Date |:|
gt Lakel — |Wisit Label =3
Wizit Mo, w Vigit Ma. b
MI_A&Edays A |Ongoing AE? G
Cngoing AE? Onzet Date

Adverse Events = B |
Oniset Time Outcome
O trnme Nt frnme birinn trestecd i

< | & < | 3
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A patient selection criteria was applied to select only the patients for
Investigator 063. The listing shows all records are displayed if present for
Conmeds and Adverse Events.

Concmed & AE Patient Visit Data Report, INV 063 - Subset of patients

PatIl [rate Drug Code Dose | Onset Date | AE Coded Inkensiky
2010154208 |01-01-1974 |ESTROGEMNS CONIUGATED 25 -
01-01-1990 | CIMETIDINE 400
VERAPAMIL HYDROCHLORIDE 180
10-07-1991 O7-0CT-1991 | SKIM:Burning sensation skin | Moderate
O07-iZT-1991 | SKIN:Pruritus Moderate
2010303111 |09-01-1976 |[ESTRADIOL 1 N
09-04-1991 04-3EP-1991 | DIG :Duodenal ulcer Severe
09-05-1991 | RANITIDINE 150

2010303112 | {missing)

11-08-1991 03-NOY-1991 | SKIN:Burning sensation skin | Mild
2010303205 |01-01-1981 |DILTIAZEM HYDROCHLORIDE =l
CIMETIDINE 300
METOPROLOL TARTRATE =i}
09-16-1991 16-5EP-1991 | SKIN:Burning sensation skin | Mild

2010303206 | (missing)

10-08-1991 03-0CT-1991 | DIG :Yomiting Mild
03-00CT-1991 | DIG :Diarrhea Mild
2010565102 | 07-23-1991 | NITROFURANTOIN 50 |23-JUL-1991 |G :Urinary track infection | Moderate
2010565109 |01-01-1971 |ESTROGENS 1
MEDROXYPROGESTERONE ACETATE |3
05-31-1990 | METRONIDAZCOLE 1
10-11-1991 | ORPHEMADRIME CITRATE 1 11-0CT-1991 | BODY:Back pain Moderate
2010565111 | 11-01-19591 | ACETAMINOPHEN 1 01-MCY-1991 | MER. iHeadache Pelilid
11-02-1991 | BENADRYL EXPECTORANS Z 02-MOY-1991 | RES :Cough increased Mild
2010565112 | 10-23-1991 | LIDOCAINE HYDROCHLORIDE z Z3-0CT-1991 | BODY:Surgery
2010565113 | 10-23-19591 28-0CT-1991 | DIG :Sore throat Mild
10-29-1991 | BUFFERED ASPIRIN 2 hd
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The next report output shows the Conmed lookup on existing date
question is checked ON. Now the listing displays only those Conmed
records with the same date as the Adverse Event records. Conmed
records with a different date than the Adverse Event records are dropped
from the report.

& <8
A B C 1] E F
LI E— 5
2 Palll Dale Drug Code Onsel Date  AE Coded Intensity
3 2010632112 0AR-04-1992 05041992  SKIN:Buining senzation tkin Hild |
4
5 2010632123 11-11-1891 1171171591  NEH :Headache Hild
B
7 2010632125 01191992 TERFEMADINE MM9M0992  RES :Sinusitis Hild
8 02-02-1992 TERFEMADINE 02/02/1992 RES :Sinuzitiz Hild
q 0209-1992 TERFEMADINE 02/09/1992  RES -Sinuziliz Hild
10
11 2010632127 |02-25-1932 02/25/1992 SKIN:Buining sensation skin Hild
12
13 2010632201 09-02-1991 1BUPROFEN 09081991 MER :Headache Hild
14 03-15-1991 IBUPROFEH 09151991 NER :Headache Hild
15
16 2010632204 |10-13-1991 ALKA SELTZEH FLUS 1071371591 RES :Uppes respiratory infection  Hild
17r 10-20-1991 IBUPROFEN 1072071991 MER :Headache Hild
13
19 2010632207 0203-1992 COMMOM COLD DRUGS SYMPTOMATIC 02/03/1992 RES :Upper rezpiratory infection  Mild
20 02121992 ACETAMINOPHEH 2121992 RES -Sinuziliz Hild

Apply output filter

After you define the specifications of your patient visit data report, you
can use the Filter Output to filter data for inclusion comparing filtered
and unfiltered results.

1. Click the Filter Output button in the Report Browser window. The
Output Filter window opens.

2. The All Included Panels option allows you to define an output filter
based on those items present in all the included panels. This option
will apply the output filter across all panels included in the patient
visit data report.

3. The Individual Panels option allows you to define an output filter
based on specific panels and items. This option will apply the output
filter across to specific panels.
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4. The output filter looks and operates similar to the patient selection
criteria window. Select the panel item and value or range value to
create a row filtering criteria. The selection of the values or range
values are supported by Display Stats and Display Values.

B Output Filter |'_ Iml
) All Included Panels (&) Individual Panels Cabagorics or DOMQuaskion Grouss with inidividual Filks, .

DCMQueskion Groups Cueskions Functions Cperator
ab Hematology h'{onlocvtés # actual walue =
Adverse Events Meutrophil, Bands baseline value “E
Meutraphil, Segs chg From baseline <
patont e cha From baselne ]
Platelet count endpoint value =
Red Cell Count endpoint new event =
Repeat # Ve is missing(MULL)
Wisit midpoink new event is not missing{not MUJLL)
wWhite Cell Count
Walue
I[ Save Filker ]| ADD expression | [ Display Stats ” Display Walues ] Itemn Compare
AndiCr Result Filker (Text) Result Filber (S0L)

|Lab Hematolagy. White Cell Count =10 [T7.WEC >10 |

5. Click Save Filter.

The Filter Output button in the Report Browser window toggles to Filter
is ON. The output filter is applied to the report output when you click
Create Report.
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Add vertical lab

For a vertical lab panel it is necessary to select the ‘Lab Value’ and pivot
the individual selected lab data items. Select a vertical lab panel and
access a ‘Lab Value’ item (data items representing the lab result) then
click the “Add Vertical’ button which functions to pivot the item. A list
displays for all the lab variable names where you select the lab items to
add to your report template. The lab item displays a column for the
selected lab test to the report while the data is being pulled dynamically
from the vertical lab table. Repeat each step to add more lab data items to
the report display.

1. Select a vertical lab panel.
2. Select the ‘Lab Value’ and click ADD Vertical.

Report Browser

Type: Panels Ikems Funckions
Detail Data Lisking EFfficacy Evaluation | _Define Mew Item_ LR =chual value
Surrary Lisking Final _Define Mew Range_ baseling value
Formatted Detail Date  [CamDa, AE_SOURCE ABMORMAL chg from baseline
Formatted Summary L Impork SGL Vitals Blood Press CTSEREASCON % chg From baseline
Patiert Yisit Data RerSiN e CT_RECID endpoint value
LAE_CHEM {383) DE_ID MEW Baseline
LAE_CHEM (543) EMTRY_DATETIME Efficacy Baseline
Lab Chemistry EMTRY_ID MEMWY Endpoint
Lab Hematology INWESTIGATOR
Lab Urinalysis
LABYAR
Medical Histary MERGE_DATETIME
Migrate SCL MI_2MNORM_HIGH
Mycalogical Results MI_ZMORM_LOWY
Fivot Panel - Cho only with M MI_3MNORM_HIGH
< # | Pivot Panel - Lab - Cholester: NI_MORM_LOW_Z
Previous Medication ve. MORM_HIGH
NCUTCLUARRATRL DM AT AR NORM_LOW
Date Merge Settings b > ORS b
[ Add Ikem ][ add All Tkems ][ add vertical ][ Create Report ]

Header

Patient Visit Data Report

[] shaw Details?

a 1 2z
Col, Head 1 1
Col, Head 2 PatID Date
Wharn -Low
warn -High
JPanic-Low
IPanic—High
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The Vertical Item Information window opens. The instructions
explain how to select the data item which represents the individual lab
tests.

3. Select the Pivot Item Value,i.e., the item which contains the test name
or description.

4. Click Retrieve Values.

Vertical Item Information

e refer bo the ibem contanang this specification as the Pivol ftem, and the valus you wish to sslect For thes oolumn a5 the Pivot Them Yalue, To add a Yertical Ttem
to 4 report, Le., an kem value (such a Lab Value ), we need bo determing which item contairs the specification & to which parameter (such & Lab Test or Lab
Parameters) will ba used bo sedact the entry for thes column in the report (the specific lab paramber).

Seloct Preot [tem:

ABHORMAL -
CPEVENT

CTS{REASON [ reweveDsfskvaz=> |
CT_RECID [ Retrieve Yahies => |
D& _I0v
ENTRY_DATETIME
ENTRY_ID
MYESTIGATOR
LABYAL

LABVAR
MERGE_DATETIME
HORM_HIGH
HORM_LOW
[

PAGENG
PAGEREP

BT

[Laditvm J | ol |

The "Retrieve Default Vals" button is only enabled for Oracle Clinical
database and calls a JRServer command to gather the list contents on
right of dialog.

The difference between the two buttons is the Retrieve Values button
returns a list of unique values (similar to the Display Values), by
accessing the actual data table and returning the unique occurrences in
the data. This may be a slow process for large tables such as Labs.

The Retrieve Default Vals button instead accesses a list of values from a
table available in Oracle Clinical which essentially has a list of possible
values. This will impact for faster performance. JReview supports this
feature automatically as the user is accessing their Oracle Clinical
database, and they’re accessing a field that has the table information
behind it to support this access. Not all columns have that information in
Oracle Clinical.
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5. Select the Pivot Item Value and click ADD Item.

Walue
ALE
ALK
ECD
ET
Ell&
ELIM
CAR
CHO
CLE
oz
GLLE
GTP
KE
LDH
MNAE
PO4 W

>

[ Retrieve Default Vals ==

[ Retrieve Values ==

L.D.dd Ttem ] [ Cancel ]

6. Repeat the steps to add additional lab parameters to the report.

—

Header

Wertical Labs Patient Visit Data Report

[] Show Details? Autosize Columns

o 1 2 3 4 5 =]
Col, Head 1 1
Col, Head 2 [3=1d (] [ake WISIT Gl CHO TRI
harn -Low
‘Wwarn -High
Panic-Low
Panic-High

7. Add report options for patient information and apply formats
(optional).
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8. Enter Date Merge Settings (required).

Verify Date/Visit Merge ltems

Inchided Tablesiews

Tablevigw Datelkem ChsiTime Tkem CEET Em EFEEmE

dates onl
SUBIECT_ID  ISUBIECT ID A
YISIT ST 0
YISIT_DATE YISIT_DATE
LABS_DATA YISIT_LAEEL - WISIT_LABEL - O
VISIT_MUMBER % \WISIT_NUMBER %
< | ¥ < || ¥

9. Enter a report Heading.
10.Click Create Report.

Patient Yisit Data Report - &Ll Patients |Z||E|E|
o ¥ bdld|]]

]
PatID |Date GLU CHO | TRI

1101 |03-12-1991 (714 |171.7 |5S6.1 -
03-17-1991 |34 202 312
03-23-1991 |94.08 | 226,24 | 73,92

1102 |03-14-1991 |32.45 (2448 |473.45
03-19-1991 |97 238 057
08-25-1991 | 103,64 | 522,56 | 623,54
09-11-1991 | 107 238 310
09-16-1991 | 126,26 | 280,584 | 365.8

1103 |08-15-1991 | 72,25 |209.95 | 87.55
03-20-1991 |85 247 103
03-26-1991 (93,2  |Z76.64 115,36
03-12-1991 |91 241 91
09-17-1991 | 107,38 | 254.58 | 107,38

1104 |03-19-1991 |31.6 1309 |68
03-24-1991 |96 154 30
08-30-1991 | 107,52 | 172,48 | 89.6
09-15-1991 |79 136 125
09-23-1991 |93.22 160,43 |147.5

1105 |08-22-1991 |52.45 | 2159 |Z01.45
03-27-1991 |97 254 237
09-02-1991 | 103.64 | 254.45 | 265,44
03-19-1991 110 255 289
09-24-1991 | 129.8 |300.9 |341.02
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Formatted reports

Select formatted listing type

When you select the report type for Formatted Detail Data Listing or
Formatted Summary Listing the associated function buttons are
displayed. JReview provides default formats to assist in the report setup.

Overall report default settings are:
e Font is Arial.

* Page Setup for landscape with one inch margins.

Report Browser,

Type:
Detail Data Listing
Sumrnary Lisking

< |

Formatted Detail Date
Farmatted Surmmary L
Patient Visit Data Rep

X

Panels Items

Efficacy Evaluation ~
Firal

ICANDAAE_SOURCE

Import SOL Vikals Blood Press
KE new kesk

LAE_CHEM (S45)

LAE_CHEM (SAS)

Lab Cherniskry

Lab Hemnataology

Lab Urinalysis

Labs

[ Page Header(F. . ]MedicaIHistory

[ Group Header

Migrate SGL
] Mycological Resulks

[ Farmat Column ...

Pireat Panel - Cha anly with M

[ Farmat Colurnn

Pivot Panel - Lab - Cholester

[ Sort Crder

Previous Medication

W
] ACUTCLATRATRL BARAR ARAS

[ Preview/Page S...

I | >

[] show Details?

Funckions

Add all Ttems |

Filter Cutpuk ][ Create Report ]

[] suppress duplicate rows?

Reset Subtaotal with change
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Apply Page Header and Footer

To enter descriptive information to the Header and Footer area:

1. Click on the Page Header/Footer button to open Report Page Headers
and Footers window. The default settings for headers are:

a. Default title is the report type displayed in the center cell as
Formatted Detail Data Listing or Formatted Summary Listing.

b. Date and Time on the right.
c. Fontis BOLD 10.
d. Page Report By Item.

3] &

Display

(E) Headers () Footers

DOMQuastion Groups Quastions
A Cases (RERS) ~

AE Everts (RERS)

idhoeras Events

Concomtant Medication

] ST ety stion

* SystemTables = ::fﬂr“m!
# IrnportedSoL

Demography

Funckions

Diags
Efficacy Evaation
Final

al Fand

i Ao Tt Edt Modss

E [ Date || Patere selaction Creria | (5] Replace
—— —— O
Left | Center | Right |
ey
| Shudy: =stucynmmas |87
R |
2. Click a particular column/row cell within the template for your item
or text entry location. Each cell can contain up to two items.
3. Use the Edit Modes to Replace or Append changes.
4. Use the various item button selections to add Header information and
the Add Text button to enter free text descriptions. You may click on a
cell and use the scissors icon to delete the contents.
5. Select an item to generate a page break in your report for a specified

item with Page Report By Item.
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Note:It is not required to have an item be defined as a page by item, and more
than one item can be defined.

6. Click the Font button to change font, style and size.

7. Optionally, Add Logo to either Header or Footer definition. The
display contents of ‘logo.gif’ file is located in the JR Server directory.

8. Click Display Footers. Follow the same steps to enter and make
changes to the footer. The default settings for footers are:

a. Patient Selection Criteria and Output Filter on the Left.
b. Page number on the right.
¢. Underline above the footer.
d. Fontis BOLD 10.
9. Turn the Footer Underline ON or OFF.
10.Click OK to save Header and Footer.

B Report Page Headers and Footers

i i 4

Display
() Headers (%) Footerd
DRI Crustion Groups Qusstione Functions
AE Cases (AERS) ~
AE Events (AZRS)
Atverse Everts
iComaomitant Medic stion
¥ SASRegickration
P t
[# SystemT sbbes [« b:f;:m
[ ImportedsQL
Doereogr aphy

[#] Foooter Undarine

Diribge

Efficacy Evaluation
Firial

Ta] Bpand

cxrese
| Fort [l Fags Il Diaks || Patient Sstection Crteria | (=) Replace
[ Add Loge I Page # f # I Tienss Il Fiter | ) Append

Left Center [ Right |
| Pi.p' nl.P ol Gh.l

<Oupad Filbers

=] (o)
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Enter a Group Header

1. Click on the Group Header button to open the Report Group Header
window.

Group Header

Panels Items Functions

_Define Impaort SQL_ e
BE (545

Adverse Events
Concomitant Medication
DEMOGRAP (SAS)

Demog Impart S0L
Demography

Diosage

Efficacy Evaluation

Final

ICAMDA,AE_SOURCE
Import SOL Yikals Blood P s

[ Group Bresk Tkem

<)/ i) >
| | Edit Maodes
(%) Replace
[ Fank ] ) Append
Group Header
1
2
3
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2. Enter panel and item selection to the Group Header with the Edit
Mode buttons to Replace or Append changes.

Only one item can defined as the Group Break item.

There is a maximum of 4 group headers consisting of 3 rows each.
3. Click the Font button to change font, style and size.

The default setting for font is BOLD 10.
4. Use the Add Item and Text button to enter items.

If you do not enter a free text description, the item will be added alone
without text or description.

Text cannot be added alone without an item.
5. Click on a row and use the scissors icon to delete the contents.
6. Click OK, to save Group Header.
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Format Column Headings

To open the Report Column Headings Formatting window click on the

Format Column Headings button. The default settings for all column

headings are:
e Fontis BOLD 8.

* Alignment - Center.

* Borders set to Underline and Underline Group Heading is ON.

E Format Column Headings

Column Group Headings

Bample Text

Alignment

Specific Column Header Formats

A

Borders

3

() Top line and Underline
() Underline

Col. Head 1

Col. Head 2 |Investigator

Pat, Mo, Wisit Mo,

BN Bilirubin

Alignment |Center

Center Cenker

Center Center

4

Column Group Headings

Columns

Column Group Heading

| %

Column Group Headings

Trreestigator
Pak. Mo,

isit Ma,
ELM
Bilirubin
Glucose
Sodium
Pokassiurn
Chloride
el

Add Group Heading --=
<-- Remaove Group Heading

Underline Group Heading

*
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To apply Overall Column Header Formats:
1. Click the Font button to change font, style and size.
2. Change the borders.

3. Apply a Specific Column Header Format by clicking the drop down
list for alignment. Change from default center to auto, left, or right.

Edit the column headings for Col. Head 1 and Col. Head 2 from the
Report Browser window. See edit column heading.

To apply Column Group Headings:

4. Highlight the items you want included in the group.
5. Enter a Column Group Heading.

6. Click Add Group Heading.

Format Column Headings

Alignment

Col. Head 1

Column Group Headings

Faont Samphe Text Borders

ET

Specific Column Header Formats

() Top line and Underline
() Underline

. B C D E

Col. Head 2

Investigator Pat, Mo, Wisit Mo, BN Bilirubin

Alignment

Left Left: Left: Left: Left

Columns

Inveskigator

Column Group Headings

< ¥

Colurmn Group Heading Column Group Headings

STAT Labs *

’ Add aroup Heading --= ,]‘\

Undetline Group Heading
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Calurnn Group Headings

Calurins Column Group Heading Calumn Group Headings
Irreeskigator I

Patient #-|[7) STAT Labs

Misit [ Add Group Heading --=

Undetline Group Heading

7. Use Remove Group Heading to make changes. If a Column Group
Heading is removed the items are added back to the list columns in
the original order.

8. Click box to Underline the Group Heading,.
9. Click OK, to save Format Column Headings.
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Format Columns

1. To open the Report Column Formatting window, click on the Format
Column button.

The default setting alignment is automatic based on the data type.
Break definition is set to none and font is regular 8.

2. Click Overall Column Formats to apply overall formats to font, style
and size. The overall Alignment is Auto.

Or, you can apply individual Specific Column Formats.

3. Click the Alignment drop down list to align the item display for auto,
left, center, or right.

4. Click the Break Definition drop down list for None, Skip line,
Underline, Page.

B Report Column Formatting, '
P Ead

Cwerall Column Formats

Fark Sarn e Toemmt

Alignment

Specific Column Formats

A B C D
Col. Head 1
Col. Head 2 Investigator Pat. Mo, Wisit Mo, BLIM Eilirubin
Alignment Auko & |Auko Auko Auko Auko
Break Definition |[&uto Mone Mone Mone Mone
Numeric Format |Left Mone Mone Mone
Mean Numeric Mane Mone Mone

Right

| >
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5. Click the Numeric Format drop down list for any numeric item
included as a column in the report.

The best way to use the Percent Numeric format option is to apply it to
a calculated field that is a percentage which has not been multiplied
by 100. For example, if the calculated field is 0.67 percent and you
apply the% format to display as 67%.

The Boolean numeric format would be used on a calculated field
where ‘0=False’ and all other numeric values will display as “True’.

Specific Column Formats

C p | E F
Col.Head 1 :
Col.Head 2 Investigator Pat. Mo. Yisit No. Glucose BUN Ma
Alignment Auto Auto Auto Auto Auto Auto
Break Definition Mone Mone Mone  None Mone Mone
Humeric Format Hone MNone Mone MNone
Mean Mumeric Format Hone None +None Hone
i
& ]
K1 wany *:
i ]

&R~
Spemflc B
A B C D E F:
Col.Head 1
Col.Head 2 Investigator Pat. No. Yizit No. Glucose BUM Ma
Alignment Auto Auto Auto Auto Auto Auto
Break Definition Hone Hone Hone |Hone Hone Hone
Humeric Format Mone None ~ |INone None
Mean Numeric Format None i 4 |None Mone :
F R :
BB :
< | Percent ﬂ
Currency x ]

Boolean -

The numeric formatting is also available for Change from Baseline
and %Change from Baseline items.
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6. Click the Mean Numeric Format drop down list for any row result
defined as Mean, Mean at Change or Mean at Change and Mean.

S pecific Column Formats

A | B | c | D | E | F
Col.Head 1
Col.Head 2 Investigator Pat. No. ¥isit No. Glucose BUN Ma
Alignment Auto Auto Auto Auto Auto Auto
Break Definition Mone MHone Hone Mone Mone Mone
[ Lelwsaie el None None None None
Mean Numeric Format MNone INl:lnE hd |Hune MNone
] 4 -
5 dun :
;IJ R Lif
3 B R |
Percent
Currency =

7. Click OK, to save Report Column Formatting.
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Sort Order
The default order of data items:

1. Headers

2. Footers

3. Group Headers

4. First 4 columns added to the report.
5

Items are defaulted in ascending order.

Sort Order,

: It is advised to define all areas of the report prior to defining the sort.

Available Defined Items

Report Columns Lab Chemiskry-Investigal &
Report Column: Lab Chemistry-Pat, Mo,
Report Column: Lab Chemistry-Yisit No.(:
Report Columns Lab Chemiskry-Urea Mitre
Repotrt Columns Lab Chemiskry-Bilirubin, & o

Sort Order

Feport Column: Lab Chemistry-Investigakor]
Report Column: Lab Chemistry-Pat, Mo, {acky
Report Column: Lab Chemistry-Wisit No.(acku
Report Columns Lab Chemistry-Urea Mitroge

Sork Crder

<

» £ >

Panels

_Define Impaort SQL_
AE (A5

Adverse Events
Concomikant Medication
DEMOGRAP (SAS)
Demog Impart S0L
Demography

Diosage

£

Ikems Funckions

A

All items added to the report in the header, footer, group header or as
columns will display as Available Defined Items.

The sort order can be changed by clicking on the item and using the
arrow buttons.

Any item in the sort order can be identified as ascending or
descending by clicking the item and the Sort Options.

An item can be removed or added to the sort order with the Add Item
and Remove Item buttons.

An Item not displayed in the report can be added for sorting purposes
only by selecting the item from the Panels column.
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Preview/Page Setup

1. Click Preview /Page Setup to view the Design window or to Preview
the report. Both the Design and Preview functions allow you to view
the first 200 records only from the database to determine column
widths and page setup for orientation and margins. This function is
specific to formatted reports only.

The Preview /Page Setup opens in Display Mode for ‘Design’.

B Preview/Page Setup

) Desigri ) Preview [ Resetcoumawiahs | Aukosize Cokumns | Page Setup. ., |

8

g

7

%

w
7

£

o~
kil

o
(%

I'l i - - w ) a . ' - 14
BUB Moe pt - FKH:fuming senestion s [lony Prtiad Mo {roinoc vicky
13 SKIN:Burring sersation skin Highty Probable o Pratocel viclat

g
[

st i Goecsl]

Note: See Print Preview function from the File menu for non-formatted reports.
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The default display is landscape and the settings are maximum column
width of one inch. The width is set to fit all columns on a page depending
upon the number of columns in the report.

2. The following options are available in Design mode:
* Click the Reset Columns Widths to view all columns to fit on the page.

* Click the Autosize Columns to expand each column to it’s maximum
width.

* Click Page Setup window to enter paper size, changing the page
orientation for portrait versus landscape and setting the margins in
inches for top, bottom, right and left.

Sizing of the individual columns on the grid in design mode will change
the column widths. It is advised to set page setup before the setting of the
column widths since changing the page orientation, left margin size or
right margin size will set the column widths back to their default
settings. Use Preview for sizing the columns as well.

Note: You must use the Create Report to print the entire records contained in
your report. The Preview function is used to determine report layout dimensions
and specifications only.
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3. Select Display Mode for ‘Preview’.

B Preview/Page Setup

(X

Cisplay Moda
) Design (5) Fravew [ ResstCoumnwidhs | AuesieColns | Foge Selip... ]
Warring: First 200 rows extracted onbyl
e J»w ] [8]
A
|
Invastigaton: 03 Final Patient Status I-Jun-0n
Study: KAZ0T 11:39:24 AM
SEX Fremale
Domeg AEn. ol
Rotatad to Compioted  Discontinua
Iery Patignt Saa Age AE coded lve Mad? Study Roason
155} i |'-ru_- [ Dk Duodensl woer Pt Fimiomcs i Latery
a |
< >
=

The page you are currently viewing and the total number of pages for the
first 200 records in the report are displayed with arrows to move through
the listing. Use the magnify button to enlarge the report preview display.
You may use the Printer icon to print a sample of the first 200 records of

the report from the Preview window.

A ‘Watermark’ text capability is available based on ReviewAdmin
StatusCode for Watermark/ Text field contents for object’s status.

Formatted Reports and Formatted Patient Profiles are supported for
configurable watermark color, to allow customer specified color and

darkness for watermark by adding CONFIG.OPTIONS string parameter:

WATERMARKRGB=15,15,15; where the RGB values (15,15,15 in this
case) are the RGB color levels.
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Create formatted report

You must create the report to view and print the entire records contained
in the report.

1. Click OK in the Preview window and return to the Report Browser
window.
2. Click Create Report.

3. Use the tool bar buttons to scroll through the pages or change the
image scale with the plus and minus signs.

4. Use the printer icon to print the output results.

|il] Detail Data Listing - Subset of patients

[®] ¥ b4
(][ =] I || 4 L (][] (B8]
Investigator: ] Final Patiant Status Tr-Jun09
Stady: KA 1M AM
SEX Fomain
Damog Als Final
Rulsied o Completed Discorinuse
Inw Patiant Sax g AE coded vy Mgl Sy Reaton
o ¥ Fe—wi o 040 Chacxtorad ubinr et Hpiaried ha Sy

(Prateam Salaction Coitevia T12.TREATMENT Paga 1ol d
“*Active’ AND TS.COMPLETE ="No' AND
TESIDEFFCT = Vas™
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Convert to formatted

If the user designs a detail data listing or summary listing (spreadsheet
reports), then clicks on the respective ‘Formatted’ versions of each,
JReview prompts the user if they want to clear the definition.
Responding No — copies the definition into the formatted version of the
report, so the user doesn’t need to redefine the report definition.

In this example , we opened a previously saved detail data listing and
selected the report type for Formatted Detail Data Listing. Observe the
Object ID number is displayed in the report header.

[51] Report Browser [Object:8637]

Type:
Detai Data Listing
Summary Listing

‘ormatted Detal Data Listing G
Formatted Summary Listing
Patient Visit Data Report

! E Do you want to der report definition?

Lres J[ ™ |

1 bob 123456 7890 123456 T390
[# System Tables
& AERS

CRCT =TT S

| Data Highlighting | Custom Join | Add | [ Acdailtems || FiterOutput || CreateReport |f

Haader
Detai Data Listing

[ Show Detals?

. Head 1
. Head 2
t Order
resits
[Woarm Low

War +ich

fresat Subtotal with change

[] Suppress duplicate rows? shie E . [[] Mark New Data?
1 z 3 4 5 & 7 a
| l | | . . | ! &
|investgator  Patient [Onset Date :,nEcn-ded [Intesty Related to I... [COMPLETE  DISCREAS
1 F] 13 4 |
w | w | v w | | hd ~| ¥ |

anicLow
gt
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Click No, the report definition is copied into the formatted detail data
listing to allow the user to apply report formats without redefining the
spreadsheet content. Notice the Object ID number is gone as this report
definition is a new report object.

@ Report Browser

Type: DOM Question Groups Questions Functions
Detal Data Listing HAE A
Summary Listing [ CONMED

e S T RIS [ DEMOGRAPHY
Formatted Sumemary Listing [# DOSAGE
Patient Visit Data Report [ EVAL

H MrCOLOGY
[+ PREVMED
Page HeadesfFrooter | (& RANDOMIZATION
¥ VITALS
F ] [+ KA
Format Column Headings: [# REVIEWADMIN

[ FometCoumn | [ bob123456783012345678%0

Sert Order Jl g amms
Preview Page Setup ] ‘ ACHIT Pi-be a
Data Highighting i Custom Jon Ackd Tren | AddMiltems || FiterOutput || CresteReport |
| Reset Subtotal with change
Imvesbigator W
[[] Show Details? [[] Suppress duplcate rows? [[] Mark Mew Data? :
o 2t 2 3 4 5 & 7 B8
Col. Head 1 I | | -
Investigator  Pabent OnsetDate  AE ooded Initesty .Rdmdwl...m DISCREAS
- v w | w | w | w w W
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Conditional Data Highlighting

Define data highlighting

The Data Highlighting feature allows you to create conditional
highlighting in reports similar to entering the warning and panic row
values. In addition, it allows the data highlight definition to select two
items for comparison to each other. This is useful when designing reports
to reference normal ranges included in tables such as laboratory data.
The data highlights can be applied to both regular reports (Detail Data
Listing and Summary Listing) and formatted reports. The following
example is a detail data listing for the vertical lab data table (Labs panel)
with lab reference ranges included to compare to the actual lab values.

Reporl Browser

DCMQuestion Groups Questions Functions
Dekail Data Listing AE Cases (AERS) A _Define New Item_ actual value
Sunfary Listing AE Everts (AERS) _Define New Range_ basalire value
Formatted Detall Dat:  Adverse Eventts ABNCRMAL chg from baseline
Formatted Summary L Concomitant Medication INVESTIGATOR % chg from baselne
Pabient Visk Data Rep  [8 SASRegistration LABVAL endpoint value
[ SystemTables LABVAR endpairi new event
[ ImpartedsoL MORM_HIGH v2
Dremography IORM_LOW midpaint new event
Dosage 085
Efficacy Evabsation FPATHO
Firsal FID
[#] Preak FROTOCOL
[# K&201 FT
Lab Chemistry WISIT
Lab Hematclogy VISIT_DATE
Lab Urinalbysis VISIT_LABEL
abz (Vertical)
Medical History
Mycological Results
< > Pravionis Merdicatinn ™
[ DataHighighting || cCustomdain || Addltem || Addailtems || Fiteroutput || cresteReport )|
Heades Reset Subkotal wath change
Detad Data Listing v
[[] Show Details? [ ] Suppress duplicate rows?
a 1 2 3 4 5 & T
Col. Head 1 | | | | | ~
Col. Head 2 [INVESTIGAT, .. PATNO WISIT LABVAR LaBvAL NCRM_HIGH |[HORM_LOW
Sort Order 1 ] 3 * |
Reow results v | ¥ b w | ¥ v | w
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1. After adding items to the report specification, click the Data
Highlighting button to open the Data Highlighting window which
looks and operates similar to the output filter window.

B Data Highlighting
Drata Highlight Style

() Highlight Line () Highlight Cell

CQuestions Functions Operator Campare Questions
INVESTIGATOR actual value = INVESTIGATOR
PATMO endpoint new event <= FATMO

WISIT W < WISIT

LABYAR midpoint new event = ey
Lrgal

MNORM_HIGH MORM_HIGH
MNORM_LOW MORM_LOW

Yalue

I[ Save ][ ADD expression Display Walues |

Column Operakor YalueCompare Sevwerity Colar

LAEWAL < LAEVAL 1
LABWAL = MORM_HIGH

2. Select an item from the ‘Columns’ list and an operator.

If the item type is numeric, the operator display options are: =, <>, >,
<, >=, <= for code and decode values.

3. Select another item in the ‘Compare Columns’ list and click the ADD
expression button, or enter a value in the ‘Value’ box and click the
ADD expression button. If you use the Display Values list only single
selections are allowed.

4. Click on the Severity cell to display a drop down list of numeric values
1 to 10 with lower values to represent less severe.

The Severity value is required and a message displays if left blank.

5. Click on a color cell for a particular row variable to display a color
table for selection.

6. Select to “Highlight Line” or ‘Highlight Cell’. The default is ‘Highlight
Line’.
If Highlight Line is selected, the entire row is highlighted in the report
if the data meets the highlighting criteria. The last highlighted item in

the row determines the line (row) color displayed. Or select Highlight
Cell to highlight only the particular item in the row.
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7. Click the Save button and close the Data Highlighting window.

The Data Highlighting button on the Report Browser changes status to
show ‘Data Highlighting ON’.

Data Highlighting ON |

8. Click the Create Report button in the Report Browser.

This report displays with the option set to Highlight Line.

B! Detail Data Listing

A B C D E F G H -

2 INVESTIGATOR PATNO  VISIT VISIT_DATE LABVAR LABYAL MORM_LOW MNORM_HIGH

3 |18 410 115-JUL-1991  ALB 3.83 3 5
4 410 115-JUL-1991 ALK 97.75 67 135
5 410 115JUL-1991 BT .34 .3 1
6 41m 115-JUL-1991  BUN 136 10 18
7 41m 1 15-JUL-1991 CHO 1411 157 259
8 41m 1 15-JUL-1991 C02 238 24 32
9 41m 115-JUL-191 GTP 238 3 62
10 41m 1 15-JUL-1991 LDH 1071 113 194
11 41m 115-JUL-1991 P04 2.64 3 4
12 41m 1 15-JUL-1991 ZTP 5.87 [ g
13 41m 115JUL-1991  SGP 21.25 ] 57
14 410 1/15JUL-1991  SGO 20.4 16 37
15 4101 1 15-JUL-1991 HAB 122.4 128 161
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This is the same report displayed with the option set to Highlight Cell.

E? Detail Data Listing

A B C D E F G H
|
INVESTIGATOR PATNO VISIT VISIT_DATE LABVAR LABVAL NORM_LOW NORM_HIGH
018 4101 1 15JUL-1991 ALB 3.83 3 5

4101 1 15JUL-1991 ALK 97.75 67 135
4101 115JUL-1991 BT .34 3 1
4101 1 15JUL-1991  BUMN 136 10 18
4101 1 15JUL-1991  CHO 1411 157 259
4101 115JUL-1991  CO2 238 24 32
9 4101 115JUL-1991 GTP 23.8 3 62
10 4101 115JUL-1991 LDH 107.1 119 194
11 4101 115JUL-1991 P04 2.64 3 4
12 4101 115JUL-1991  ZTP 5.87 6 8
13 4101 115JUL-1991 SGP 21.25 8 57
14 4101 115JUL-1991  SGOD 20.4 16 37
15 4101 1 15JUL-1991  NAB 122.4 128 161

Note: Data Highlighting is not applicable in the Patient Data Visit Report.
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The following example is a formatted detail data listing of Adverse
Events highlighting character data from a decode file.

@Repml Browser

Type: DCM)Question Groups Cuestions Functions
Detail Data Listing AE Cases (AERS) A Lab Assignment Type Code 4
Summary Listing Lab Id
Formatted Detal Dat: Lab Range Subset Number
Formatted Summary L Concoemitant Medication Login TS
Patierit Visik Data Rep  [# SASRegistration LstChg Ts
[# SystemTables NI Dura For paraceter
[ ImporbedS0QL NI_Global Score
Desnagraphy Orugaing AE
Dosage Cnset Date
Efficacy Evaluation Onset Time
< 3 Firal COubcome
[# Pivot Outcome being trested?
Page Header[F... | @ kaz01 Patiant
Group Header Lab Chemistry Qualifying Question
> n Lab Hematology Cualifying Yalus
g Lab Urirsahysis Relsted to Inv Med?
Format: Cobumn Labs (Vertical) Repeat #
Sart Order Medical History Serious?
PreviewjPage 5... Mycological Results |  Site v
| Dstatighighting || CustomJoin || Addltem || AddAlltems || Fiterouput || CresteReport |f
[~Reset Subtotal with change
W
[] Show Detais? ] Suppress duplicate rows? ]
0 1 2 4 5 6
Col, Head 1 | |
Col. Head 2 [Inwestigator  |Patient Orset Date  |AE coded Intesity Related to I...
JRow results | w w w w w w
‘Wlarn -Low |
Warn -High
Pariciow
IPa'lic-I-hoﬁ
1
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Data highlighting was applied to character decode values for ‘Intensity”
and ‘Related to Inv Med?’. Severity levels and color were entered and
data highlighting set to ‘Highlight Cell’".

B? Data Highlighting

" Highlight Line fs
Columns Operatars: Campare Colurng
Investigator |nvestigator
Fat. Mo. Fat. Mo.
Onzet Date Onzet Date
AE Coded AE Coded
Intenzity |nterzity
Related to Iy Med? Related to kv Med?
< | EIRES | E3
Walue:
Save | ADD expression | Dizplay Values | li
Column Operator Yalue/Compare Severity Color -

1 |Intensity = Moderate 2

2 | Intensity = Severe 3 _

3 |Related to Iny Med? = Probable 2

4 Related to Inv Med? = Highly Probhable 3 |_ -

Selecting multiple items from the Unique Values list is not allowed. Each
item must be an individual selection to assign a Severity and Color.

Integrated Review:

] 'f Mulkiple value selections not supporked.,
L

ADD expression |
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Individual data items are highlighted for ‘Intensity” and ‘Related to Inv
Med?’ based on the saved data highlighting criteria.

E? Formatted Detail Data Listing

DECNE

Ay 58 £ VOrtCLASOTT Wi T iy g
Sy WIS

1k P, ik Ll e bty

orooram TN Bumng
e on #n
orocram M AW

D-SERIT DG Duccieml
o

Y. 78t 1) TN Banng
rrson #n
BTERE TN Bamng
o on n
mocr- DG Donibe
mocr - DG Jaming

TR T UG Linawy bad

N
LI
- 1

=ocr-m
-
ELL-2 ]
Trs-E
LTS ]
oL ]
[ IEL AL ]
LT ]

-
o
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Highlighting patients

Single patient mode

If you have created multiple patient-level displays of your data from all
of the applicable browsers, you can click on any row in one of the report
windows to highlight a patient of interest in a Detail Data Listing Report.

Click on one patient row instantly highlights the corresponding patient

and data in any other active patient-level reports, patient listings, and

Scatter Plot graphs. In an active scatter graph, the selected patient’s data

point is highlighted.
[]Data Browser - 7 cases selected. =10l =]
Stucly PID SEX AGE || Custom Pansls:
HA201 2010632106 Male ES Custom Panels nat available
2010632113 |Male 72
10657106 |Male 72
b2 201 2010657107 |Male 55
ko201 2010657109 |wale 45
A 201 2010657205  |Male ES Panels
0201 2010657206  |Male 55 Randomization 3
Medical History
4] | _pl Praviouz Medication -
b B e
Prev CASE | Hext CASE | Reset Cases W
Diabetic Patient =10l =]
o] ¥ b4
]
Investigator | Pat. Mo. |Diabetes | Cardio D |Hypten Dx | Yisit Mo. | Glucose
063 2106 Yes [Kls] Mo 423
063 2106 Yes Mo Mo 450
Yes Yes Mo 276
ez es Mo

a2l =2 ==Y | =] ] =

Highlighting patients
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i0ix]

sy | o =10l
(| 2010632106
HA 20 2010632113 ﬂ E] %I
HA 201 2010657106 200
M2 2010657107 L @
W20 201065710 T 250 [%
i E
2260
T i )
= 240 P Cardiovascular Dizease
LI :5.-_ Ao
Prev CASE | Mext CASE | é 220 ®ves
L]
Diabetic Patient 2 .
ﬂ E] EI 181080 220 260 300 340
- | - Cholesterol, total baseline value
Inwestigator | Pat. Mo, | Diakete
0E3 208 ez Mo Mo 1 423
053 2106 Yes Mo Mo 4 450
053 2113 Yes ez Mo 1 27E
063 2113 Yes Yes Mo 4 346
055 106 Yes Mo Mo 1 180
0BS 7106 Yes Mo Mo 4 149
053 a7 Yes Yes Yes 1 172
05 a7 YWes Yes Yes 4 108
0BS 7109 Yes Wes Mo 1 127
053 109 Yes Yes Mo 4
. . . . 1
4
1
4

Multi-Line Chart not yet supported by JReview. In an active Multi-Line
Chart Item Value vs. Category by Case graph, a highlighted line within
the graph will update all patient-level displays of data to highlight the
patient underlying the case data.
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Multiple-patient mode

When multiple patients are highlighted and selected from any patient-

level display of data, the Detail Data Listing Reports are updated to

display only the patients that are highlighted and selected. (See Chapter 6:
Graph Browser - Multiple Patient Mode.)

[mt|Data Browser - 2 case

=10l x|

& Baseline vs Endpoint Scatter Pl
o ¥ p4

Custam Panels:

Custom Panels nat available

|—Panels

=1o x|

300

3 .

T 280

E

2 260

=]

z

F 240 @ @ Cardiovascular Dizease

:6.._ Fe

oo $ve:

i

D207 4 »

o

180
180 220 260 300 340
Cholesteral, total: baszeline value
Diabetic Patient L =10l
9| ¥ b4
]

Investigator | Pat. Mo, |Diakbetes | Cardio Dk |Hypten D | Yist Mo, | Glucoze
0&S T206 Wes Mo Mo 1 395
0Es 7206 Yes o Mo 4 219
053 2113 Yes “es Mo 1 276
053 2113 Wes Wes Mo 4 345

The CrossTab Browser results are categorical patient counts. A selected
and highlighted count within a CrossTab or Shift Results Table activates
all patient level displays to be in the multiple patient mode.

When a patient count is highlighted in the CrossTab results window, all

Detail Data Listing Reports are instantly updated to display only the
patients underlying the patient count highlighted from the CrossTab

Browser results table.

Highlighting patients
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[7|Data Browser - 6 cases selected. O] =

Custam Panels:

Custam Panels not available

2010632109

hale

2010646106 |Male 6
2010646202 |Male 52
2010657102 |Male 29
2010661105 |Male 38 | Panels

shift Table

Final Status Listing

| ¥ p4

Subject unreliable
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Printing and Exporting Results

Printing the result

The Print function is applicable to all browsers with output results. To get
a printed copy of your output:

1. Click on the generated output window to make it the active window.
2. Click % , or from the JReview File menu, select Print.

JReview displays a screen shot of the selected active screen. You can use
the buttons to scroll through the pages of the output.

|In\restigatur Fat. Mo, | Sex Race Ag

1]

Completed Evaluation?

|IZI1E! 4103 Female |Black 35 |Yes
4104 Male Black 32 |Yes
4107 Female [YWhite 24 |Yes | _|_'|
L3
Fage 1 of15.

3. Click either PrintPage, PrintAll or Close. The PrintPage option will
print only the first page of your output. The PrintAll option will print
the entire output. The report prints on the currently selected printer.

Note: Use the Convert to pure black & white? option is only applicable to
graphs where multiple colors are displayed. If your printer is non-color click this
feature for better black and white print resolution of graphs.

Caution: Do not select the Internet Browser’s FILE menu Print
option. This will cause a system error.
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Exporting the result

You can use the Export function to export your results. When you select
this option an export window opens to select a file type and directory.
The file options are dependent upon the result type and display the
appropriate export file options available. For example, tabular data has
export options for HTML, EXCEL, TXT, PDFs for formatted objects and
GIF for graph images.

Note: Only Formatted Report types can be exported to PDF files. Non-
formatted reports can only be exported to HTML, Excel and TXT.

1. To select an object to export, it must be the active window. Select the
File menu and click Export.

JReview displays the Save As window.

saveas 2|

Save in: IQ Local Disk [C:] j ] £k E-
|1 Acrobat Reader [ IReview704 [ IR Training
" ctadb [ TReviewr0s [CJ1rUserDac?.o
| ldemodata [CJ1Reviewsn [CJIRUserDoca.0
|1 Documents and Settings = IRMigrate Cdoracle
HP CJirpublic CaPkwarE
1 IR Admin [CJ1rserver 3 Program Files

<] | i

File name: I*_XLS Save I
Save as type: IE:-:ceI Files [* ®lz] k Cancel |
Excel Files [*.xls]

HTHL Files [*.ktm)

Tabbed Text [* tut

2. Enter the storage location.

o

3. Enter the File name.
4. Select the file type.
5. Click Save. The result is exported to the selected directory.

To copy and paste results See Chapter 1: Getting Started for General
Instructions.
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Object Sorage

For detailed instructions on how to save, retrieve, schedule output and
remove object specifications (reports, graphs, crosstabs, etc.), See Chapter
11: Saving Objects, plus Alerts Browser.

Exploring data

Changing the patient selection criteria

After you have executed a stored object, you can use the object(s) that are
currently displayed as data exploration views by doing the following;:

1. Change the patient selection criteria, redefining it by adding
additional expressions, or removing existing expressions.

2. Click Update Browsers in the Patient Selection Criteria window to
update all active browsers according to the new criteria.

All browser objects that are displayed will be updated according to
your new criteria. Each object generated with a filter on will update
with the same filter criteria with which it was created.

Note: Restrictions apply if the stored object definition has a required patient
selection criteria applied.

Patient |dentification

Multiple patients can be selected from all patient-level displays of data
results. Selecting more than one patient activates JReview's multiple-
patient mode, which updates patient-level displays of data to highlight
only the selected patient data. This facilitates patient identification and
subsetting, for exploration of the selected patient data with the reviewing
facilities of the Data Browser and all of JReview's browser tools.
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Graph Browser

Patient selection criteria 329
Selection set 329

Execute a graph 329
Quick execute 329

Graph types and features 330
Graph features 330
Graph Browser window 330
Detail data graph 331
Summary data graph 331
Bar styles 332
Group functions 332

Graph display results 333
2D Graph Toolbar 333
Show Percentages 335
Show Subset 340
Display BY variable 343
Show Caption 343
Show Overlap Indicators 344
Add patient note 346
Graph Grayscale 348

Graph display keys 350
Graph manipulation keys 350

Data point select 351
Multiple graphs 353

325



Defining a graph specification 354
Creating a graph specification 354
Show Details 355
Change graph specifications 355
Page BY variable 356
Xand Y scaling 357

Detail Data Graph Styles 358
Scatter (Item X vs. Item Y) Plot 358
Apply Reference Range 364
Scatter Plot with Regression Line 366
Scatter Upper Limit Normal Range Plot 368
Baseline vs. Endpoint Scatter Plot 372
MultiLine Chart Item Value vs. Category by Case 377
MultiLine Chart Item Value vs. Category by ByVar 379
Benefit Risk Graph 380
Analyze Benefit Risk results 381
Summary Benefit Risk 385
Define Benefit Risk analysis 387

Summary Graph Styles 397
2-D Bar Chart Frequency Distribution 397
3D BarChart Frequency Distribution = 404
2-D Bar Chart Item Summary vs. Category 406
3D BarChart Frequency Distribution =~ 404
Pareto Chart Frequency Distribution 410
Pie Chart Item Summary vs. Category 413
Line Chart-item vs. Category 417
Item Mean and Standard Deviation vs. Category 419
Box Whiskers Plot 421
Show Data Tables 423
Show Outliers 424
Kaplan Meier analysis 425
Kaplan-Meier requirements 425
Define Kaplan Meier plot 427
Kaplan-Meier calculations 433
Bubble Chart 436
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Output Filter 437
Filter Controls 438

Snapshot output 445
Multiple population mode 445

Multiple output for required selection criteria

Highlighting patients 451
Single patient mode 451

Multiple patient mode 454
Scatter plot graph 454
BarChart graph 458
Pie Chart 459

Graph Editing 460
Graph settings 460
Chart Properties 460

Graph Annotation 462
What is graph annotation? 462
Edit annotation 462
Annotation Creation mode 464
Text Box Annotation 464
Line Annotation 465
Line with Arrow Head Annotation 465
Annotation Selection 466
Connect lines to textbox 466
Annotation Coordinates 467
Annotation toolbar 470
Choose annotation colors 470
Enabling Controls 471
Annotation Menus 471
Annotation button functions 472
Apply annotations 472
Save annotation 474

Share annotations 476

448
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Printing and Exporting Graphs 477
Printing the graph 477
Exporting the graph 478
Edit menu Copy 478

Object Storage 479

Exploring data 479
Changing the patient selection criteria 479
Patient Identification 479

Closing graphs and the Graph Browser 480
Closing a graph window 480
Closing the Graph Browser 480
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Patient selection criteria

Selection set

In JReview, you can explore selected data items of the selected patients
graphically by using the Graph Browser. After launching the saved
patient subset or building your own patient selection criteria, you can
explore a variety of stored graphs. Previously stored graph objects may
be created in the Graph Browser from IReview or JReview.

Execute a graph

Quick execute

Both IReview and JReview displays a list of categorical folders for stored
patient subsets and output specifications at the selected storage location.
Simply select one of the user access storage locations to display it’s
specific folders and contents. Icons identify the source as report, graph,
crosstab, etc. and a filter icon displays when a patient selection criteria is
saved with the stored object. (See Chapter 5: Report Browser for Execute a
Report. The same instructions apply for the Graph Browser.)

Qubput Specifications

Al -

B | Feview Validation Ll
-] Cross Tab

|| Data Browser

[+~ ] Define Parameters

(=4 Detail Graph

- [ DD1: MulkiLine Chart Tremialue vs C
b-i‘; DO11: Mulkiline Chart Tremvalue ws Cz
IE DO1Z: Scatker Plot with Mean ¥

%" DD1: Scatter Plat of Weight vws Height
{x’ DDZ: Scatter {x vws y) Plob with Dual ¥
IE DD3: Scatter Plok For Characker Data
| DD4: Seatter Plok Far Characker Dat;. b/

Crrder output specifications by
() Type () Description

Execute object: | Review Qutput | Scheduled Jobs
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Graph typesand features

Graph features

Graphs are pictorial representations of the relationships between two (or
more) variables, and are an important part of descriptive statistics. They
can be used any time one wants to visually summarize the relationships
between variables, especially if the data set is large or unmanageable.
Graphs are routinely used with reports to underscore a particular state-
ment about a data set and to enhance readability.

Graph Browser window

B8 Graph Browser

To open the Graph Browser window you can either select Graphs from
the Browse menu, or click the Graph icon in the tool bar.

+ AERS
= KA

# CONMED

& DEMOGRAPHY
[ SATR gkt abion
# SystamTables
[ DOFSAGE

M EVAL

# FRaL

< LAB_HEM

# LAB_LRIN

# LAB_CHEM

[# REVIEWADMIN
[# MEDHIST

[ MYCOLOGY

[ PREVMED

[# RANCOMIZATION
EVITALS

8 Pk

[ bobl 2345678501 23456 7450

Graph Syl
= Sestter (Remd v bemY) Plot w | Fanel Type
¥ Scalng
] s
Rederinus Randgs
Loweesr Lt
Lgspesr Lirnik ¢
* Scalrg
] Mumericr
Reference Rangs
Lioweer Limit:
Upper Limit:
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Detail data graph

Detail Data Graphs display individual patient data points for each

patient observation. In JReview you can create the following Detail Data
Graphs:

Graph Style

Scatter {ikemi v ikem’) Plak

Scatter {ikem

tem') Plak

Scatter{iteny vs ikemi) Plot with RegressionLine
Scatter{itemny s ikem') Upper Limit Mormal Range Plot
30 Scatker COYE)

Baseline vs Endpoint Scatter Plot

Baseline vs Min Value Scatter Plok

Baseling vs Max Yalue Scatter Plot

rAultiLine Chart Itemvalue vws Category by Case v

Summary data graph

Summary Data Graphs display summary information such as summary
category, counts, means, and so on. In JReview you can create the
following Summary Graphs:

araph Style

2D BarChart Frequency Distribut, .,

s

20 BariChart Frequency Diskribukion
3D BarChart Frequency Distribution
ZD BarChart IkemSummary vws Category
30 BarChart TkemSummary ws Category
FaretaChart Frequency Distribution

Pie Chart Ikem3ummary vs Category
Line”hart TkemSummary ws Cakegory
rean + Std Dev ws Category

Note: There are some additional graph types supported between JReview
and IReview.

The 3-D bar charts do NOT support the showing/hiding series for BY
variable values. Therefore, the series filters panels are not shown for 3D
bar charts. Also, Pie charts will not show a filter panel either.
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Bar styles
The following Bar Styles are available for 2D BarCharts only:

* Clustered bar (Vertical)

* Clustered bar (Horizontal)
e Stacked bar (Vertical)

e Stacked bar (Horizontal)

Group functions
All general purpose graph types (2D Scatter and BarChart) allow all nor-
mal data function selections displayed in the Functions listbox. In addi-
tion, the following summary graphs support Group Functions
dependent upon the item selected:

e 2D BarChart Item Summary vs. Category
e 3D BarChart Item Summary vs. Category
e Pie Chart Item Summary vs. Category

* Line Chart Item Summary vs. Category

;Group Functions:

| count

| count subjects
A min

| max

| mean

| std dew

[ sum
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Graph display reaults

2D Graph Toolbar

When you click Create Graph the graph toolbar is displayed at the top of
the results output window. The first and second buttons are the
‘Snapshot” and “Who?’ buttons and are available for all output browsers.
Only Scatter Plot graphs display the “Add Notes” icon in the scatter plot
icon toolbar.

¥ pdld L] o Hd e

If you generate a graph without the multi-page option enabled the
toolbar displays the buttons for ‘Snapshot’, ‘Who?” and ‘Output Filter’.

Initially the graph opens and displays in single mode. If a Page By item
variable was defined, you can move within single mode between the
individual pages with the up/down arrow keys.

The toolbar displayed in your graph results window is dependent upon
the graph you specified. Select 2D graphs have optional multi-page
graph display buttons enabled, when the Page By item variable is
defined in the graph specification.

The next button applies to the multi-page graphing capability for select
2D graphs where multiple graphs can display on the same window. The
Page By item variable is optional when you define the graph
specification. Simply click a multi-page graph button to view several
graphs displayed on the same window.

The “Question Mark” functions as a tooltip to display a graph
manipulation key.

2
¥ b d | D.E; )

St FPooni-In

Female FHIFT kery + press mouse button + drag

Male Poom-0ut

Ise the zoom items on the popup menu in each chart]
Ior the Resst button ko zoom out all visible charts

Pan
LT key + press mouse buktton + drag
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If you use the graph manipulations keys to zoom or pan the display, you
can reset the graph to the original display image by clicking “Reset”,
located in the graph footer.

In this example, the Page By item variable for “Investigator”, is
displayed at the top of each graph. The page number is displayed at the

bottom.

Use the top left black arrows to minimize, or display the legend Series.

2D BarChart Frequency Distribution - ALl Patients |Z||E|E|

ETEETT——
4

Show Subset ) Investigator: 056

Bar ¥alue Labels 5
[CI&h

Percent Denominakor

0es

S

98]

AE Type (description) (Freq)

. 2
Inkesity =
Mild
Moderate 1
Severe
{rrissing)
0
% p
5 ] £ -
0 = ]
a -
S 5
B =
L =3
=
I'l'\
o
=
AE Type (description)
Intesity
/ W Wild ® Moderate ™ Severe © (missing)
Yiew | Annotation
I€ <€ >3] Pa= Total Pages: 7 Properties W Reset [ | Show Caption
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Show Percentages

You may optionally show percentages for Frequency Bar Charts, Baseline
with Reference Range graphs, and Hy’s Law graphs. When you click the
Show Percentages checkbox you enable the display for counts and
percent annotations for bars.

If a patient selection criteria was applied, choose the preferred Percent
Denominator option for All Patients versus Patient Subset.

In our example, the Show Percentages has Percent Denominator set to
All Patients. See patients with Mild AE Intensity who Completed Study

(tallest red bar) when set to All Patients, calculates as:

(29 patients /total 196 patients) * 100% = 15%

2D BarChart Freguency Distribution - All Patients

® ¥ g2
V.

Show Subset : 30
Bar Value Labels 28 20 15%)
st 5

= = _6
Percent Denominator 24
(¥ All Patients _

. & 2z
() Patient Subset 3 .
(|
() BY Variable (All Patients) E -
= 18
() BY Variable (Patient Subset) =<
S 16
COMPLETE g 14
No T 12
Yes ’%
E

— s 4]
g 5 ©
] T
= =
= [}
- =
Intesity
COMPLETE
WMo W Yes
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Here is the same graph with a patient selection criteria applied for
“Active Treatment’ to subset 97 patients on Active treatment out of 196
total patients. Now the Percent Denominator is selected for Patient
Subset.

See Show Percentages for patients with Mild AE Intensity who
Completed Study with Percent Denominator set to Patient Subset
calculates as: (17 patients/97 subset) *100% = 18%

2D BarChart Frequency Distribution - Subset of patients

O W bdz
4
Show Subset \ -
Bar Value Labels 16 1":(1_“)
Show Percentages 1
Percent Denominator 14
() All Patients T
. 213
@ 3 b?'.t 12
(") BY Variable (All Patients) 211
(") BY Variable (Patient Subset) E 10
5 g
=
COMPLETE E 8
Mo oy 7 =
[&]
Yes E .
4]
E 4
3 I@E%  3@%
2
1 —
1 (1%
1] - - -
_ = 11 5]
2 = " T
B T ]
E B w
- =
Intesity
COMPLETE
WMo W Yes
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In this graph example, the Percent Denominator is selected for BY
Variable (All Patients). Completed Study is the BY Variable for 150
patients who completed study and 46 patients who discontinued.

See patients with Mild AE Intensity who Completed Study (tallest red
bar) calculate as:

(29 patients / 150 patients who Completed Study) * 100% = 19%

2D BarChart Frequency Distribution - All Patients

& % b2
[+] Show Subset

¥ 30
Bar Value Labels

Show Percentages
Percent Denominator
() All Patients

(") Patient Subset
(%) BY Variable (All Patients}
(") BY Variable (Patient Subset)

20 [18%)

)
L

COMPLETE
Mo
Yes

Intesity (Freq) (% of BY Value Counts (All Patients
I

_ =] Jal) 2l
2 = £ T
a g T
£ B e
- =
Intesity
COMPLETE
WMo W Yes

View | annotation
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Next we applied the patient selection criteria for “Active Treatment” and
get 97 patients on Active treatment out of 196 total patients. In this
patient subset there are 76 patients who Completed Study.

The Percent Denominator is selected for BY Variable (Patient Subset).
Now see the patients with Mild AE Intensity who Completed study
(tallest red bar) with calculated BY Variable as:

(17 patients / 76 patients on Active Treatment who Completed Study) *
100% = 22%

2D BarChart Frequency Distribution - Subset of patients

& B2
4
Show Subset \
Bar Value Labels o
2 16
Show Percentages Z
Percent Denominator E 14
() All Patients E
() Patient Subset g 1z
{3 BY Variable (Al Patients) Z
: o 10
(=) BY Variable (Patient Subset} @
=
= B
COMPLETE &
No 5 6
Yes g
2 4
=
:E‘ 3 (4%
o2
E

— - o o
Z = o g
= ]
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Intesity
COMPLETE
B Mo B Yes

View | Annotation
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When the configuration is set in Review Admin for a property in the
JNLP file: "graphUserSelectableDenominator", then the Graph Bar Chart
FREQ Distribution % options set the default BY Variable (Patient Subset).
The radio buttons controlling the denominator choice for percent labels
are applied in Freq Bar Graphs, Baseline-* with Reference Range graphs,
and Hy's Law graphs.

The denominator type choice is available to end-users on a per customer
basis. In other words, depending on a configuration setting, the user may
or may not be able to select the denominator type. In automatic mode,
JReview selects the denominator type. If a PSC is active then the
denominator type will be one of the two PSC choices; similarly, if there is
a BY variable defined, then the denominator type will be one of the two
BY variable choices. Thus, if there is both a BY variable and an active
PSC, the choice is "BY Variable (Patient Subset)". The user cannot change
this choice under this configuration, and the radio buttons representing
the other alternatives are disabled. If the configuration setting is not
"automatic" mode, then the user can freely choose among the
denominator types and none of the radio buttons is disabled. (Refer to
Review Admin Manual for illustrations of these configuration modes.)
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Show Subset

Bar Graphs are “summary” data charts and by definition do not display
the individual PIDs of the retrieved drill-down data. However, a bar in a

Bar Graph is selectable with the consequent activation of the “drill-

down” mechanism. The PIDs used from the selected bar are propagated

to the Data Browser and Scatter plot graphs.

The Bar Selection Subset feature allows Bar Graphs to be responsive to
the selection of a bar in another bar-graph view. When a bar is selected in

a Bar Graph, any other open Bar Graphs (in separate views) are subset.

In the example, the user has clicked on ‘Females Active Treatment’ in the

upper Bar Graph.
20 BarChart Frequency Distribution - All Patients
o ¥ par
Show Subset :

Bar Yalue Labels

[] shaw Percentages

Percent Denaminator

Treatment

Active
Placebo

Wiew | Annotation

Sex (Freq)

20

70

@
[

4]
fas]

ES3
[

30

20

10

Female
Male

Sex

Treatment
W Active M Placebo

€ < > »| Page IZITDtaI Pages: 1

Properties W Reset |:| Showe Caption
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As a result, the following bar graph displays the subset data. The
diagonally striped bar drawn inside each bar represents the subset value.
In this case, the frequency value displayed in the overlay for each age
group counts only Females on Active Treament. The subset data is then
presented as an overlay on the bars. In effect, the selected bar defines an
“output filter“for the receiving bar graphs.

20 BarChart Frequency Distribution - All Patients

o gz
Show Subset :
Bar Value Labels 73
[]shaw Percentages 70
Percent Denominator 63
B0
55
= 50
@
£ 45
=
T 40
Treatment E
real g 5
Active O 30
Placeba 25
20
15
10
=]
0 -
2 3
COMPLETE
Treatment
W Active M Placebo
Wiew | Annotation
€ < > »| Fage: Total Pages: 1 Properties W Reset [ | Show Caption
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Also, both the specification that defines the originating bar graph,
including any of its output filters, and any parameters describing the
selected bar are passed to each of the recipient bar graphs. Each of these
recipient bar graphs may then “append” this passed data, to its own
graph specification to retrieve the subset data.

The Bar Selection Subset feature is applicable to both Frequency bar
graphs and Item-Summary verus Category bar graphs. However, there is
a restriction for the Y-Axis of an Item-Summary versus Category bar
graph: The Group Function must be a count; a “mean”, for example, is
not allowed. No subset data will be retrieved for an “Item-Summary
versus Category” graph that is defined with a Group Function that is
not a count.

The users may show or hide the subset data using checkbox.
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Display BY variable

You may select which BY variable to display in the graph. In it ally the
graph opens with all color coded BY variables displayed as checked ON.
Click on a check box to turn off a BY variable from displaying in the
graph. In this example, we turned off the patients who completed the
study from displaying in the barchart (un-checked “Yes”).

2D BarChart Frequency Distribution - All Patients |T _
o 5 B2
Show Subsst : 30
Bar Yalue Labels
[] Shaw Percentages 25
Percent Denominator
_ 20

Intesity (Freq
[
(4]

10
P -
COMPLEy
=
Mo
[ ¥es
0
_ = i} i}
= =3 " T
E 2 o
=
Intesity
COMPLETE
| Mo
Wiew | dnmotation
oo v o Page: I:ITDtEd Pages: 1 Properties W Reset [ | Show Caption

Show Caption
The Show Caption checkbox option displays on all generated graph dis-

play windows. Click on the checkbox to enter annotation text describing
the graph. It is especially useful when applying the Filter Control check-
box to describe current filter conditions for the graph result.
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Show Overlap Indicators

This feature is available in Scatter Plots to allow the user to toggle from
the display as on/off. The ‘overlapping symbols’ will display if multiple
scatter points are plotted at the same location. Default off to not display
overlap indicators.

Scatter (itemX v itemY) Plot - All Patients

o F b4 a2
[ shaw Owerlap Indicators : 18,54 55.0
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> 17.5 1 . . 52,5
[w] Female 17.0 * l
"~ L i
Male 16.5 - . i. =. s® 50,0
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15.5 1 . 'l . ,
2l TH 'll 475
- 150, HILH B
[u}
z 1451 2-“ -l. ® 1450
ud i £ 14.0 l=- : i, - 5
=
DU Sensitivity E 13.51 .i !ill. 4 . 42,5 %
@ ] i o
[ al = 130 !‘*!o’:* T e =
12.5 1 ,‘ g 40,0
[N 12.0 : it; MR
2,07 N
W] ¥ Y * +* a
es 11.5 - ‘. Q‘Q’ 375
Hyperkension 11,0 & $
*
Al 10.5 .t 35.0
] Mo 10,01 -
9.5 1 32,5
[#] es Y =
9,01 —
3.5 4.0 4.5 5.0 5.5 6.0 6.5
Red Cell Count
Sex
4 Female:Hemoglobin ® Male:Hemoglohin
+ Female:Hematocrit Male:Hematocrit
Yiew | annotation
£ £ = ] FPage IZITD'I3| Pages: 1 Properties W Reset [ | Show Caption
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Show Overlap Indicators toggled ON.

Scatter (itemX v itemY) Plot - All Patients

o ¥ 4 ld|?
Show Cverlap Indicators : 185 55.0
- 18.0 -
=54
17.5 525
Female 17.0
Male 16.5 0.0
Cardiovascular Disease 16.0
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T
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v ¥
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3.5 4.0 4.5 5.0 5.5 6.0 6.5
Red Cell Count
Sex
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€ < > »| Page I:l"'c"h?|| Pages: 1 Properties W Reset [ ] Show Caption
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Add patient note

When you generate a Scatter Plot the “Add Notes’ icon is available in the
plot toolbar. It supports adding a patient note when you click on a data
point in the graph and then click on the Add Notes icon.

[ES Scatter (item¥ v itemY) Plot - All Patients

100,000 150,000 200,000 250,000 300,000 350,000 400,000
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The Notes Browser window opens to view existing notes for the
selected patient or you may click on Add Note to add a new note.

¢ Maotes Browser

Fiter [ retesh || Cessot |
SudyID [Patiet 10| Lewed | Panel [viskDate| vt | Tem | moteTet | Author | Resporss | Auther | Access ... |Note Date|Respon.. |
hiote Response

See Chapter 3: Review Patient Data, see section on Notes Browser.
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Graph Grayscale

Users with difficulty viewing color may optionally change their graphic
displays to grayscale. In the Edit menu, select Preterences to check on
option for “Use Grayscale in Graphs’.

Preferences E|

If enabled, a patient's data will be included in a
Use QUTER JOIMS in Results Browsers results even if some panels of data
are missing For that patient.
If enabled, Full automatic joins, including
[Juse FULL J0IM in Select Criteria patient, visit and observation joins are used in
selection criteria, If disabled, only patient
If enabled, Panel Lists will display the
[] pisplay Panel Mames PanelMarne rather than the Panel Description.

If enabled, Item Lists will display the
[] Display Item Mames Itemmame rather than the Item Description.

If enabled, Panel Lists will be sorted
Sork Panels Alphabetically alphabetically, otherwise in order created.

If enabled, Ttem Lisks wil be sorted
Sort Tkems Alphabetically alphabetically, otherwise they're in order
created,
If enabled, patient selection criteria displayed
[ Patient subset Foater as text in print Footers will be kext, othenwise it wil be
S0L
If enabled, PaneliTtem not Found dialog will be
[ 5uppress Panel Item Mot Found Warnin. .. suppressed when saved Report Output
Specifications can be used.

[ 1nclude all tems

If enabled, graphs are drawn in grayscale
Use Grayscale in Graphs instead of in color. This option is inkended For
users with a color vision deficiency,

Email address For alerts

flong@i-review, com
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When the Preference option is check on then the graph output will
display as grayscale instead of color.

ol i
L4 1]
4
[#] Shiow Subset o
Bar Value Labels 18
] Show Percentages 16
Percent Denominator =
S g4
§12
E
E 10
E g
Intesity E 6
[] mid 4
[] Moderate ]l
[] Severe |
0
[#] (missing)

ADR
Other

Exacerbation

Intercurrent liness

AE Type (description)

Intesity
= Mild B Moderate = Severe B (missing)

| Total Pages: 1
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Graph display keys

Graph manipulation keys

Click on “Properties” located in the graph footer, to display the Chart
Properties window.

Chart Properties El

Title | Plot | Other

General:

Show Title: [F]

Texk: | |

Fonk: | | Select...

Color: I | cclect.

oK, |[ Canicel ]

Click on the HELP menu in the tool bar and select Graph & other keys.
File Edit View Format Browse ‘Window Adwanced

jggg:ﬁ:ﬂ]? = EE . Index

P - Graph & other keys I
Studies b Unavailable Features I
I3 Study Sets Special Features
[ DEMOPRO] About
[ kaz01

En=a|
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The message window displays outlining directions for the various graph
manipulation keys.

Message ﬁl

Graph Manipulation Keys:
Left-rouse: Single point select
widrag: Draw point select Bounding Rectangle
wfcntl: Mulkipoink § multireckange point select
20 Scatter specific:
Left-mouse drag wishift: Zoom

alt-r: Reset Zoom
Right-mouse: Chart Customizer(thd)
3D Scatter specific:
Right-mouse: # (leftfright) [ ¥ (up/down) rokation

Right-mouse w/shift: 2 {leftfright) /% (upjdown) rotation
Window MNavigation Keys:

Mext Window: Cntrl-F&

Pres \Windows:  Cnkrl-Shift-Fé

Data point select

You can identify patients by selecting data points on a scatter plot with
the Data Browser window open.

1. Single point select, click on the left mouse for a single point.

2. Multiple point select, click on the left mouse and drag to select a
bounding rectangle.

3. Hold down the CTRL key, and left mouse click on random points.
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;EScatu-r Plot Dual Lab Chemistry - All Patients

® ¥pdr
Series h 400 1 Jiszes
b 1050
+ & |
[¥] No 380 1 | 1000
es Leso
350 1 s
a l 900
340 1 ! B0
320 800
750
300 4 =00
[
. |
B 2301 reso
= (600 &
T 260 | lasse
] A 550 3
E 240 B . 500 &
E 450 -
S 29p [
A ™ [ 400
200 4 | 350
- t 300
180 { P 5 lf"c"
Pate 8,
- 1
160 1 F 200
| 1
140 1 ( 120
F 100
120 4 tso
— - — — __ |
S0 100 150 200 250 300 350 400 450
Glucose
Il MoiCholesteral, total @ Yes:Cholesterol, total + Mo Tglycendes 'T'I:S:Tlll;iu:n:-lldt-":%
1€ <>3 Page[t  |oft Properties... Reset

Data Browser - 3 cases selected

The Data Browser updates to display the selected cases.

.. 1108

L7101

1.1

)

Cuskomn DiCM[Question Groups:

Custom DCM/Ouestion Groups n——

V7203

()

DM Question Groups

AERSData

[Reset Cases

[ |6

AERS
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Multiple graphs

You can have multiple graphs active at the same time by executing multi-
ple graph objects.

§

Intercunent finens

AE Typa jdescaption)

Q15D 0 FH O30 350 40 43

Ghacose
[t et v @ |

I£ <> mg’__ld_c

I-l BooThokestenol, fotd & Yes:Cholesteeol, totd ¢ Mo Trighosices ""‘-w"l
Prpetion. Beset

€ <>3 Pae | ot

Propeitiss... Resst
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Defining a graph specification

Creating a graph specification

Specify the contents of a graph by applying the same method that you
used to build the patient selection criteria.

1.
2.
3.

Select a Graph Type.
Select a Graph Style.
Optionally, select Panel Type as Horizontal or Vertical data tables,
applicable to all 2D Scatter Plot type.
Panel Type
(%) Harizantal () Wertical

Optionally, click on the Numeric checkbox below each axis choice; to
allow control whether an item is to be understood as numeric, or
character when plotting. This will affect sorting on the output display.

5. Select a panel and item with the appropriate function for the item.

6. Depending on the graph type and style selected, click the appropriate

graph axis button to add the item to the graph specification.

For example, click to add the selected item to the Y-axis on the right
side of the Graph Browser window.

Enter a Add BY variable to group the data (optional).

. Enter a Page BY variable (optional).

Enter a Graph Heading or default the selected graph style.

The graph heading displays either “All Patients’ or ‘Subset’ if a patient
selection criteria was entered. If you modify the graph heading the
patient population status of either “All Patients’ or ‘Subset” still
displays.

10.Click Create Graph.
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Show Details

The Show Details feature can be used after you have added items to
your graph specification. Simply the hold mouse over the item in the
graph definition to view it’s source contents.

Panel Type
(%) Horizontal () Yertical

W Bis:
Triglycerides

Cholesteral, total
Y arcaling k
LAE_LAE_.CHO
] Mumeric?

Reference Range

Lower Limik:

Upper Limik:

Change graph specifications
1. To change the graph specifications you defined:
a. Click on the Y-axis or X-axis to be deleted.
b. Click ‘ or from the Edit menu select Cut.

c. If you want to clear the graph specifications entirely, click .
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& Graph Browser

faraph Typa Graph Style
[hetad Diskas Gragphy w  Scakber (e v bem) Flot w | Parel Type
DMy usstion Groups Cumsstions Functions (%) Mertzontal () Vertical
s Inpartedsal _Defetiow Tem_
e ot o Rarcn_ basoevao va
# AERSDtS BCCESSTS andpoiit viskas HCT
[ AERS ACTEVENT I Testing
) kAZDI CPEVENT i ¥ Scalng
1 bob! ZMSETE01 2454 TE00 Riks
%1 CONMED: i © Numeric?
BEMCGRAPHY Fix
= O Foed Reference Rargs
() Vari.,
¥ SASRegstration (] Shemw Rsference Rangs Limits
4 SystamTables Lowser Limdt:
) DOSAGE 6
IEVAL Ugpear Limat:
1 FIMAL 5
= LAB_HEM
ks
+ LAB_LRIN
% LAE_CHEM MG
+ HEUIE;:U'HH % Scalng
% MCOLOGY @ Ao hHumerict
[+ PREVMED Raference Rangs
[ RANDOMIZATION () Fixed
[ VITALS ) V... ] Show! Refercecs Ranegt Lirits
1 Pivot Laowar Limdt:
LOCKFLAG 12
LOGINTS Lpper Lirmat:
LSTCHGETS 175
NIDD -
HI NI_Global Sqore BY Varlable(s)
AT sEY
PT
QUALIFYING_QUESTION
QUALIFYING_VALLE Page Varisbis:
RBC
REPEATSM ol
STUOY
T IREUEUT AR MDD

Page BY variable

When you apply a Page variable item such as investigator which may be
common to most of your panels, select the investigator data item from
the same panel as your axis items. In this example, the lab items and
investigator were selected from the Lab Hematology panel.

This will avoid creating complex outer joins or possible discrepancies
where the Page variable item may be missing in a particular panel.

Note: Select 2D graphs in Detail Data Graphs for Scatter Plots and
Summary Graphs for 2D Barcharts support the Add Page variable.
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The Page By item variable selected in this example for Investigator is
displayed in the header and the page number in the footer.

_EScatter (itemX v itemY) Plot - All Patients

e b B H M
Series h Imvestigator: 018
lrende s |B o 2
=41
[] Hake 53 l s
|
il 5
| .
49 |
]
47 | A Uy
= -
E 451 = A
= .
E S .| .t
= | - ™ L ]
z W | As
43 1 h
4z 4 .
411
| NR S
40 1|
| alt
39 &
25 !
374 ‘
2 |8
) i - - - - - - - - - - - -
12,0 125 130 135 14.0 145 150 155 160 165 17.0 17.5 18.0
Hemoglobin
A Female ® Male
1€ <>>| Pegel  of7 Properties.., Reset
XandY scaling

The X-axis and Y-axis scaling on the graph browser screen only appears
when line charts or 2D bars are the selected graph styles.

They are inactive and initially set to Auto until a page variable is
selected. Then you may pick either Auto (0), Fixed (1), or Variable (2).
When you save any graph, an X and Y scaling value will be saved. These
values will be 0 unless you changed them on the screen. For old saved
graphs, if no X and Y values exist, it will read as 0.

Note: You must use Add Page for the scaling features to be activated.
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Detail Data Graph Syles

Scatter (Item X vs. ItemY) Plot

In a Scatter (Item X vs. Item Y) Plot graph, each data point corresponds to
each patient's observation for item X and item Y. Use the BY variable to
subset graphic displays. Optionally, change the default graph style for

the graph header.
|8 Graph Br
aph Typs Gragh Syke
Dtad Data Graph w Scatter (Redd v Rem') Plot = Panel Type
DeCICupeestion Groups Cuestions (=) Horizontsl () Wertical
[ ImpeitadsOL _Dfirnm New Ttaem_ chual vals
e oefe New R
[#] AERSDEA ACCESSTS ICHEIGHT
[ AERS ACTEVENT
¥ KAZO AGE ¥ Scaling
[ bob1 2345678901 24567890 CBSTAT
CPEVENT [#] Numeric?
DCMDATE 4
Reference fange
DCMAAME
DOMSLBNM [] Show Reference Rangs Limits
DCMTIHE Loweer Limit:
0]
DOCHM Upper Lini:
Y
= LAB_HEM INVSITE
LABHLAEH LAR - R
¥ LAB_LIREN LABRLAMNGE_SUBSET_NUMBER ]
] LAB_CHEM LAB_ASSIGNMENT_TYPE_CODE WELGHT
¥ REVIEWADMIN LAE_ID
(I MECHIST LOCKFLAG o) =
[ MYOOLOGY LOGINTS [e] Mhumeric
[ PREVMED LSTCHGTS s Reference Range
[ RANDOMIZATION [ ;
g I1IT[ Ni_Global Score O
VITAYITA PTSTAT Lower Limit:
Bl Prvot CUMLIFYING_QUESTION
CUULIFYING_VALLE Upper Limd:
RACE
REPEATSN
b BY Variable{s)
STUDY e
SUBEVENT_WUMSER
T o] Pt
Graph Heading
Scatber (kemy v RemY) Piot
| Fiterutput | [ Flter Cortroks | | Creste Graph |
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This scatter plot example displays numeric data. There is no restriction

on the data type used.
B Scatter (itemX v flemY) Plot - Height vs Weight by Sex - All Patients
® ¥pd?
“Series ¥
[#] Female
[#] Mas

Height
$98822R 2RI BEI NSNS

1< <> Mgﬂ‘l Properties... Reset
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Character data is also supported. This example of the same graph type
Scatter (Item X vs. Item Y) Plot with character data shows concomitant
medications for individual patients.

Eam Type Graph Sty

Dotad Data Graph = Scakber (Remi v ikem') Plok = | Pans Typs
O Cnestion Groups Queshiong {®) Horizonkal () Vertical
[ ImporbedSOL _Doefirwe Mews Toeen_ aclh o
o ot e
[¥) RERSDWta ACCESSTS PT
[ AERS ACTEVENT
[ KAZO] CPEVENT ¥ Scaing
[ ol ] 23456 THS01 23456750 DCOMDATE
[= COMMED DOMBAME [ Mreewic?
CONMCONM [DCHSLIBNM ek v Flsrcs
[=] DEMOGRAPHY DOMTIVE s
CEMOT DOCNLM [7] Show Raference Risnge Limks
bl SASRegistraton ] Lower Limk:
[ SysbemT sbles IHVSITE
[#] DOSAGE LaB Llppse Limdt
[ EWAL LABRANGE_SUBSET_MUMBER:
¥ FINAL LAE_ASSIGHMENT _TYPE_CODE
[ LAB_HEM LAB_ID [ ¥ Bodke:
LAEHLAEH LOCKFLAG
LA _URIN LOGINTS DRUGHAME
[ LAB_CHEM LSTCHETS
] REVIEWATMIN NI h_Global Score il 5
F MEDHEST PT [ omen
BF MYCCLOGY QUL TFYTNG_QUESTION Reference Range
[+ PREWMED QUALTFYING _VALUE Show Reference
= RANDCHIZATION RANDOM_DATE ' O Ref Rearge Limks
REFEATEN Lowwer Limit;
[F VITALS STUDY
B vt SUBEVENT_NUMBER Upper Limt:
SUBSETSH
VISIT_NUMEBER A B ENY Wariable(s)
TREATMENT

Add Pagem> Page Varisble:

Graph Headng
| Sestter (emt v Remy) Plot - Conemads INV (130

[ Fier Output | [ Fiker Controls | [ Create Graph
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For this example, the data was subset for manageable size in viewing
(approximately 20 values maximum on either the X-axis or Y-axis). A
patient selection criteria was applied for investigator site 030.

Note: You may need to limit the number of patients displayed.

E Scatter (itemX v itemY) Plol - Concmeds INV 030 - Subset of patients

i & %
EEREEEREE
EgEz : 2
g g 2
%Eé
Drug Code
& Active ® Placebo
I €>>] Paget  Jof1 Properties... Reset
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:_Q Graph Browser

[#1 bob] Z3456 76901 ZIA56 THR
[ COMMED

LAB_Lag_
[l REVIEWADMIN
= MEDHIST
[ MYWCOLOWGY
[+ PREVMED
[ RANDCMIZATION
F VATALS
[ Proik

The Scatter (Item X vs. Item Y) Plot can also be plotted as two variables
on the Y-axis (dual Y-axis mode).

faraph Style

= Seatber (e v emy) Plot

BV

LABRANGE_SUBSET_NUMEER
LAB_ASSIGNMENT_TYPE_CODE
La8_ID

LOCKFLAG

LOGINTS

LSTCHGTS

MUSCSKEL
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+ [ PaneiType
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¥ Ao

¥ Sealng
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Reference Range

] Shew Reference Rangs Limts

O
X A}
£ Scaling
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Reference Range
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Ugper Limk:
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CIAEETES

po vt

(Graph Heading
Scatter (keerid v emY) Plot

[ Fes cutput | [ Piter Controls | [ Creste Graph |
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o
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Apply Reference Range

You may also apply a Reference Range to the Y-axis and X-axis for
numeric data.

Click on the check box for Show Reference Range Limits. Enter the
Lower and Upper Limits for Y-axis and X-axis.

&S Graph Browser

rach Type Graph Style
Deeiad Dby Graph * Scatter (em v bemY) Flok w | Panel Typs
DM Qusstion Gnoups Questions Functions (=) Horizorkal () Vertical
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@s “oee o e
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The generated graph will display the reference range lines as vertical and
horizontal lines.

The lower limt and upper limit reference range values can be specified
separately for Y-axis and X-axis. The graph is segmented into nine
labeled “range” plot sectors providing the patient count. The number of
data points in each range plot sector are counted for each BY variable
value. There can be multiple data points for a single patient, so the graph
calculates how many distinct patients are contained in a plot sector as
well as how many “Events”. Each range label displays the number of
Patients and Events that fall into a range sector area. For example, the
range sector “Low-Low” shows 4 Female patients with 5 Events, and 1
Male patient with 1 Event. The label textboxes can be dragged to other
locations for ease of viewing.

Note: You cannot apply Reference Range for dual Y-axis plots.

Mormmal-Low
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HGE

Series
& Female ® Male
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Scatter Plot with Regression Line

“ Graph Browser

In a Scatter (Item X vs. Item Y) Plot with Regression Line (least mean
square algorithm), each data point corresponds to each patient's
observation for item X and item Y. There is no restriction on the data type
used.

Testing of Regression formula of Yon X: (y=a+b *x)

The Scatter Plot with Regression Line can also be plotted as two variables
on the Y axis (dual Y axis mode).
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Optionally, you may apply Reference Range for the Y-axis and X-axis but
not for dual Y-axis mode plots.

& Scatter(itemX vs itemY) Plot with Reg ionLine - All Patients

=]

150 200 250 300 350
GLU
DIABETES
4 NO:.CHO @ Yes:CHO
* NoTRI = YesTRI
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Scatter Upper Limit Normal Range Plot

The Hy’s Law type plot is supported by the Scatter Plot for Upper Limit
Normal Range Plot. It is typically used when evaluating Lab Chemistry
data for Liver Enzymes for drug-induced liver injury (DILI) from
experimental drugs.

In the example, Vertical Panel Type is selected where all items except
“BY” and “PAGE” must be chosen from the same vertical panel.

First, the items for Lab Test Variable and Lab Test Value are added. Then
the individual lab tests are added as the X axis and Y axis variables. The
Upper Limit Reference Range item is entered for “ULRR”. Optionally,
you may apply an X-axis and Y-axis ULRR multiplier.
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In the graph, for each subject, the peak ALK divided by the upper limit of
the reference range (Y ULRR), is plotted against the peak SGP divided by
the upper limit reference range (X ULRR), on log scale 10. Reference lines
for Y ULRR and X ULRR multipliers are drawn to divide the plane into
four quadrants. Normal cases are in the lower left quadrant. The upper
right quadrant is referred as Hy’s Law quadrant. Any subject that falls
into this quadrant is subject to further special investigation for toxicity
concerns.

The corner cell counts represent patient counts for that quadrant.

temY ) Upper Limit Normal Range Plot - Subset of patients

|

Hy’s Law quadrant
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3-D Scatter Plot

The 3D Scatter (Item X vs. Item Y vs. Item Z) Plot displays three-

dimensional data. Each patient’s data points for X and Y coordinates are

plotted against the Z elevation value.

Use the BY variable to subset graphic displays.
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3D Scatter (XYZ) - All Patients
¥ b4

Sex
& Female

& Male
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Baseline vs. Endpoint Scatter Plot

ﬂ Graph Browser

In a Baseline vs. Endpoint scatter plot each data point represents a
patient's baseline (X-axis) and endpoint (Y-axis) for the item. The system
default for this particular scatter plot requires the ‘Baseline value” and
‘Endpoint value’ study definitions to be entered in Review Admin.

The Baseline versus Endpoint scatter plot definition below is defined
with minimal data for “GLU”, added to the Y axis as the endpoint and
GLU baseline was default to the X axis. Optionally you could use the BY
variable to subset the graphic displays. Medical History for “Diabetes”
was added as the BY Variable.
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The Glucose scatter plot is created using the default baseline and
endpoint entered in Review Admin specific for this particular study. A BY
Variable was applied for Diabetes from the Medical History.

Baseline vs Endpoint Scatter Plot - All Patients
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Optionally, you can assign Baseline and Endpoint values from the
Functions list box. These values would be previously defined within
JReview as New Event values and used in place of the study specific
values entered, or not entered through Review Admin. This feature is
very similar to the Shift Table in the Cross Tab Browser. (See Chapter 8:
CrossTub Browser - see section for Create Shift Table)

JReview also provides graphing formats for Baseline vs. Min. Value
Scatter Plot, as well as Baseline vs. Max Value Scatter Plot of selected
items.
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Previously, JReview automatically determined the Baseline and Endpoint
values from Review Admin entries. Users can now (optionally) specify
the functions (e.g., “Visit 4”) associated with a variable that select the
Baseline and Endpoint. With Baseline/Min.-Value and Baseline /Max-
Value versions of this chart type, the user can (optionally) specify a
function for the Baseline, but not the Endpoint.

Also, you can enter Show Reference Range Limits.
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The enhanced features applied to the Baseline versus Endpoint Scatter
plots allow them to serve as (rough) analogues to the Shift Table found
in Crosstab. The Shift plot is created with the specified Baseline and
Endpoint, plus defined referenced range low and high values.
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The generated graph will display vertical and horizontal lines indicating
the normal low and high values. The graph is segmented into nine
labeled “ranges.” Each label displays the number of observations that fall
into a category. For example, “Normal-High” means that the patient was
in the “normal” range at the baseline measurement, but fell into the
“high” range at the endpoint. The labels can be dragged to other
locations for ease of viewing.

A popup menu accessed through a RIGHT-MOUSE click contains
options to hide/show the labels. Click Reset for the labels to the return to
the default positions.

175 200 225 20 295 300 3% 30
GLU (barseline):JR Testing Baseline
Series
& Mo ® Yas

376 Chapter 7: Graph Browser



MultiLine Chart Item Value vs. Category by Case

In a MultiLine Chart Item Value vs. Category by Case graph, each patient
is represented by a line.

PID is defaulted for the patient identification. The Page variable is not
allowed.

Click on a line and the underlying patient will be highlighted in all
patient-level displays of data.

Hint: You may need to limit the number of patients displayed.
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In this example, a Patient selection criteria was applied for discontinued

patients.
MultiLine Chart ltemValue vs Category by Case - Subset of patients = |&|
400

300 5001110 —5005109 45007102
@s001121 5005113 4 5007104
#5001123 45005114 # 5007108
S002107 5005117 5007109
. 5002126 5005120 —S007111
s002127 15005122 5007113
# =5002208 45005123 95007114
5200 Hsoo3111 45005125 —s007201
2 45003112 5005129 @S007204
s004106 F1s005130 5007208
. #5004108 —35005210 45007210

-0\ S004110 5006111

'r___:}}_ - #43004114 25006112

100 ; ﬁxﬁ_t:ﬁﬁt-t +s004z02  s006121

[ @f S e o /5005107 @5006122

& 5 = "™ Hsoosios Msooezio

D 1
0 1 2 3 4 ]
Wisit

378 Chapter 7: Graph Browser



MultiLine Chart Item Value vs. Category by ByVar

The MultiLine Chart Item Value vs. Category by ByVar graph, provides
the same functionality as the MultiLine Chart item Value vs. Category by
Case graph. However, you select the patient identification item.

Each patient is represented by a line. Click on a line and the underlying
patient will be highlighted in all patient-level displays of data.

Hint: You may need to limit the number of patients displayed.
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In this example, a Patient selection criteria was applied for discontinued

patients.
Efficacy Multiline Chart Itemvalue vs Cat By¥ar - All Patients T E §|
O ¥ b
251

231

214

194

bl

2

W

=17 Treatment
%q & Active
& #Placebo
]

Wisit Mo,

Benefit Risk Graph

The Benefit Risk Graph is a visualization analysis designed by:

Jonathan D. Norton, PhD - A Longitudinal Model and Graphic
for Benefit-Risk Analysis, with Case Study. Drug Information
Journal, Vol. 45, pp. 741-747, 2011 * 0092-8615/2011

The Benefit Risk graph simultaneously presents risk (e.g., adverse events
(AE)) and benefit over time. The underlying model represents a patient's
benefit-risk at a given time as one of five discrete clinical states, one being
premature study withdrawal.
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The user can see how a treatment affects groups of patients and further
examine how individuals are affected. It is possible to tell whether the
beneficial and harmful outcomes are correlated. The graph uses colors to
represent each patient's changing state during the clinical trial.

Analyze Benefit Risk results

The Benefit Risk graph uses a color coding scheme to represent five
discrete outcome categories:

1. Green: Benefit without AE

2. Yellow: Benefit with AE

3. Gray: Neither benefit nor AE
4. Red: AE without Benefit

5. Black: Withdrew

Note: Benefit Risk Graph modified 'gray scale’ behavior to add 'light
purple/dark purple’ in addition to gray scale for better differentiation.

Benefit Risk analysis shows the comparison of the risk of a situation to its
related benefits. It is used to assess patient data from a benefit versus risk
point of view. The Benefit Risk graph is designed to meet these needs
based on the Chuang-Stein model; where each patient’s outcome is in
one of the following categories:

Benefit Only Benefit + AF Neither AE Only Withdrew

The graph would have one row per patient along the Y axis and time
along the X axis. Specific colors are used to distinguish the different
categories. The purpose of the graph plots of individual patients to
display the overall outcome pattern formed by the color clusters.

The Time intervals (e.g., days on drug — or some reference date) are
plotted along the X-Axis.
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Each patient is represented by an individual “row” in the graph.

The Y-Axis tick labels represent the patient counts.
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When the mouse is moved over a row, the individual subject row is
highlighted by a drawing white box around it and a tool tip presenting
the patient identifier appears. The user can select a row by clicking on it
with the mouse. Multiple patients may be selected using drag select
and/or pressing the control-key when selecting patients. The selected
patients are marked at the right margin of the charts, and has the same
drill-down side-effect as other details graphs. View the selected patients
by opening the Data Browser to access patient details.

Users may zoom-in to enlarge the height of the rows. Right mouse click
to display floating menu to zoom.

Copy
| Zoom In n >|
Zoom Cut l"'g »
Auto Range 4 Range Axis
Mormal

A category value for each color cell is calculated: each cell is a value for
an individual patient at a specific time interval. If a ‘page by’ variable has
been defined, for example, for treatment, the Benefit Risk graph will be
displayed for each value of the page by variable.
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0 2 4 & 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 S0 52 54 56 58 60 62 64 65 &8 7

Dianys
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While individual tpatients are plotted in the graph, displaying the overall
outcome pattern formed by the color clusters is a purpose of the graph.
To serve this purpose, the patients are sorted based on their category
scores at each time interval. By default, patients are sorted on category
scores with scores at later time periods given precedence — “green” at
later time periods will cluster at the bottom right of the grapig\.

An interesting example of use of the Benefit Risk Graph is with “drill
down’, to the selected patient’s Graph Patient Profile.
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Summary Benefit Risk

Initially the Benefit Risk result window opens in Detail mode.
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Click on the Graph Type for Summary option to view Summary Benefit
Risk display.
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Define Benefit Risk analysis

The Benefit Risk Graph is a detail graph type specified in the Graph
Browser, however, the specification differs from other graphs.

The specifications for define Risk, Benefit, and Withdrawal are each
separately defined as output filters. Users define each of the filters by
opening an output filter dialog associated with Risk, Benefit, or
Withdrawal. The filter dialog is launched by clicking on the “Select
Condition...” button. The saved filter expressions are shown in separate
view-only text fields.

1. To start, select Detail Data Graph for Graph Style as Benefit Risk.
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2. Select the Time Measure Type, by choosing the time variable based on
Dates or Days (in the clinical trial). Choose the Days option, if days
have already been calculated and stored in the data. Otherwise, select
Dates so JReview can do the day calculations for you.

Time Measure Type

(%) Dates () Days

Time Uik Opkions
Time Units:

Weeks -
specify how bo collapss categovization daka For
multiple days within & Hme paricd,
Time period is categorized as risk when:

At least one day meets risk criteria -
Time period is cakegorized as benefit when:

At least one day meets benefit criteria -

The Risk, Benefit, and Withdrawal condition filters require a date (or
days) variable to be associated with them. The Time Measurement
variables are needed so that JReview can compute the time intervals
for risk, benefit or withdrawal occurrences.

3. Select Time Units under Time Unit Options for how to display study
data over longer time periods. It supports easier viewing of benefit
and risk trends within the reported adverse events.

Time Unit Options
Time Uniks:
Weeks

Crays

ation data For

when:

Bi-wieekly (14 day periods)
Maonths (30 day periods)

Time period is cakegotized as benefit when:
At least one day meets benefit criteria -
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4. Select for how the Time period is categorized as risk when:

Time Lnit: Cpkions
Time Lnits:

Bi-Wweekly (14 day periods) +
Specify how ko collapse catagorization daka For
multiple dayvs within 2 Hme period,
Time period is categorized as risk when:

rMajority of categorized days meet risk criteria

Ak least one day meets risk criteria
Majority of categorized days meet risk criteria
Al categorized days meet risk criteria

There are three options for how to categorize risk when:

— At least one day meets risk criteria. This is the least restrictive
option, where one day with risk criteria within a time period shows
risk.

— Majority of the categorized days meet the risk criteria. This is the
middle level for restriction.

— All categorized days meet the risk criteria is the most restrictive
option.

5. Next, select how the Time period is categorized as benefit when:

Time Unik Options

Time Uniks:

Bi-weekly (14 day periods)

Specify how ko collapse cabegorization data For
oz davs within & Hme peried,

Time period is categorized as risk when:

Majority of categorized days meet risk criceria -

Time period is categorized as benefit when:

Majority of categorized days meet benefit criteria

_|ak lzast one day meets benefit criteria
Majority of categorized days meet benefit criteria
All categorized days meet benefit criceria

There are three options for how to categorize benefit when:

— At least one day meets benefit criteria. This is the least restrictive
option, where one day with benefit criteria within a time period
shows benefit.

— Majority of the categorized days meet the benefit criteria. This is
the middle level for restriction.

— All categorized days meet the benefit criteria is the most
restrictive option.
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6. Click Select Condition button for Define Risk.

Define Risk

[ Select Condition. .. ]

The Graph Condition Filter window opens. It is restricted to a single
panel where all expressions must use the same panel. The choice of
filter expressions is validated when the user clicks the save button in
the filter dialog. Otherwise, an error message will display if the filter
expressions to do not comply with the restrictions.

£ Graph Condition Filter

Ikems
A ML 1YpE L@escripoon) .
Concam Meds T3 sysFem item baseline valus <5
Demography Change in Inv Med endpoint value <
Dosage End Dlate Mid Skudy =
Evaluation End T|me Mew Mid Study <=
Final Intensity isit 1 -
Lab Chemiskry Investigator Wisik 1 (Yert) contains:
Lab Hematology NI NI 'D‘F Dura wisit 1 ms doesn't conkain:
Lab Urinalysis Obser.'vatmn wisik 4 ms beqins with:
Labs {verticaly | ngoing AEY “ ends with:
Walue
[ Save Filker ][ ADD expression ][ Display Stats ” Display Walues l [Item Campare ][ Define Parameter
AndjiCr Resulk Filker (Text) Result Filber {S0L)

[dverse Events.Related ko Inv Med? ... [T1L.SERELATD IN(0''2','1% |

Optionally, you may enter a Time Period as a filter feature to restrict

the defined risk criteria to specific visits, visit labels, etc.

Define Risk

[ Select Condition. .

g ][ Tirne Period... ]

’Adverse Events.Related to Inv Med™ =Highly Probable

b
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7. Select Risk dates (days) for Risk Start and where a Risk Stop is
required, and optionally a Risk Ongoing variable may be chosen. If
the patient discontinued, then the study date (day) of discontinued
will over ride all other dates.

Each of these time-based variables can only be chosen after the
corresponding filter expressions are saved.

The panels selected in the corresponding filter expressions
determine the available items for the time-based variables.

The controls are enabled or disabled appropriately to enforce these
conditions.

To enter a Risk Start, Stop, and Ongoing time-based variable, click on
the corresponding Edit button. The Choose Variable dialog displays
for the associated panel from the Select Condition. Use the Clear

button to remove an entry.

Choose Variable for Risk Start

Ttems

Lab

Lab Assigrement Typs Code
Lab 1d

Lab Range Subset Humber
Logn TS5

LstChyg Ts

NI NI Durafor parameter
MI NI_Global Score
Ongong AE

Onset Time

Qutcome
Outcome being trested?
Patesnit

Quialifying Question
Crsalifying Vahue
Related to Inv Med?

Danast &

e

Functions

Crachs date
Calendar Year

Calendar Month

Calendar Day

Drefine Risk

| select condition... | | TimePeriod.. |

Risk Ongaing (optional):

Define Benafit

<raph Headng

Benefit Risk

Adwarse Events Related to lnw Mad? =Highly Frobable Fo A |

w |
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8. Click on Select Condition for Define Benefit.

The Graph Condition Filter window opens without the panel
restrictions applicable to Define Risk.

The Define Benefit allows the filter expressions to reference multiple
panels.

£ Graph Condition Filter

DCMGQuestion Groups Cuestions
Pinvk A _Define Mew Tkem_
AERSData | _Define Mew Range_
AERS Accessible TS
AE ~ | Actual Event
COMMED Burning
SASReqistration CPE Marme
SyskemTables Clinical Study
Imported3sgL DM Datke
DEMCGRAPHY 3 DM Mame

< | > £

Funckions

actual value
baseline value

— chgfrom baseline
% chg From baseline
endpaint walue

JR. Testing Endpoint
endpoint new event
Ve

JR. Testing Baseline
midpoint new event

|

|

|

Yalue

[ Save Filker ][ ADD expression ][ Display Stats

”Displa\; Yalues ]

Operator

is missing(MULLY
is not missinggnok MULL)

Ikem Compare ][ Define Parameter

Andfor Result Filker (Text) Resulk Filker (S0L)
rycological Resulks,Final Culkure Res.., |[T10,FRESILT ="Te'
AMD Efficacy Evaluation.Edema =0 T4,EDEMA =0

392 Chapter 7: Graph Browser




9. Enter a Benefit Date. The date (day) item is selected from one of the
panels in the Benefits filter expressions.

The Output Filter dialog for choosing the associated date/day item
contains a Combo Box listing those panels contained in the Benefit
filter expressions. The user can only select one date/day item by
choosing a panel, select item and function.

Choose Variable for Benefit Date Define Banaft

(Chocss Panel: Mycchogical Resuks |7 [ setect condition... | [ Time P